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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Parts  121,  135e,  135g,  144  ] 

ANTIBIOTIC.  NITROFURAN,  AND  SULFON¬ 
AMIDE  DRUGS  IN  THE  FEED  OF  ANIMALS 

Proposed  Deletion  of  Regulations 
Regarding  Use 

Section  135.109  Antibiotic,  nitro- 
furan,  and  sulfonamide  drugs  in  the  feed 
of  animals  (21  CFR  135.109)  requires 
the  submission  by  specified  dates  of  new 
animal  drug  applications  (NAD As)  and 
specified  commitments  and  information 
as  a  basis  for  continued  marketing  of 
antibacterial  drugs  intended  for  use  at 
subtherapeutic  levels  in  animal  feed. 
Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  of  Food  and 
Di-ugs  proposes  to  amend  §  135.109  by 
listing  therein  the  antibacterial  drugs 
for  which  satisfactory  re.sponses  to 


§  135.109  have  been  received,  along  with 
the  sponsors  and  conditions  of  use  of 
such  drugs. 

As  a  corollary  to  that  proposed  amend¬ 
ment  to  §  135.109,  the  Commissioner  pro¬ 
poses  to  amend  21  CFR  Parts  121,  135e, 
135g,  and  144  as  set  forth  below  to  revoke 
those  antibacterial  drugs  intended  for 
use  in  animal  feed  which  are  not  in  com¬ 
pliance  with  the  requirements  of 
§  135.109.  Included  in  this  proposal  is 
the  revocation  of  §  135e.l000  Combina¬ 
tion  antibiotic  drugs  in  animal  feeds  no 
longer  sanctioned  since  the  provisions 
of  that  section  are  otherwise  encom¬ 
passed  by  this  proposal. 

Certain  uses  of  oxytetracycline  and 
neomycin,  alone  or  in  combination  with 
other  drugs,  the  uses  of  which  are  not 
the  subject  of  published  regulations  or 
for  which  commitments  have  not  been 
received  and  for  which  usages  are  not 
listed  in  the  corresponding  document 
published  elsewhere  in  this  issue  of  the 

Zonlene  in  complete  feedt  for  chickens  and  turkeys 


Federal  Register,  are  subject  to  the  pro¬ 
posed  revocation.  Uses  of  oxytetracycline 
and  neomycin  alone  or  in  combination 
with  other  drugs  are  permitted  on  an 
interim  basis  in  accordance  with  the  con¬ 
ditions  set  forth  in  the  corresponding 
amendments  to  §  135.109. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  512,  701(a),  52  Stat.  1055,  82 
Stat.  343-351;  (21  U.S.C.  360b,  371(a))) 
and  under  authority  delegated  to  the 
Commissioner  (21  CFR  2.120),  it  is  pro¬ 
posed  that  Chapter  I  of  Title  21,  Code 
of  Federal  Regulations  be  amended  as 
follows: 

PART  121— FOOD  ADDITIVES 

.  1.  In  §  121.207(c)  by  revising  the  table 
to  read  as  follows: 

§  121.207  Zoalene. 

*.***• 

(C)  *  •  • 


rriiicipal  tiram.s  por  Combined  with—  Grams  per  Limitations  Indications  for  use 

ingredient  ton  ton 


1.2  Zoalene . 

(0.0125%- 

0.01875%,) 

.  113.5  170.3  Carbarsone  (not 

2'27  340.6 

(0.0125%,-  U.S.P.). 

(0.025%,- 

0.01875%,) 

0.0375%) 

a.  Z/oalene . . 

..  113.5  170.3  Arsanilic  acid . 

(to 

b.  Zoalene . 

..  113.5  170.3  Sodium  arsanilate _ 

(0.  01%,) 

(to 

c.  Zoalene . 

..  113.6-170.3  3-Nltro-t-hvdroxy- 

(0.01%) 
22. 7  45.4 

2.1  Zoalene . 

phenylar’sonic  acid. 
113.  5 . 

2.2  Zoalene . 

(0.012.5%) 

113.5  Arsanilic  acid . 

(0 

(0.0125%) 

(0.  01%) 

2.3  Zoalene . 

113.6  Sodium  arsanilate . 

(to  . 

(0.0125%) 

(0.01%) 

2.4  Zoalene . 

113.6  3-Nitro-4-hydroxy- 

22.7-45.4  . 

(0. 0125%)  pbenylarsonic  acid. 

(0.  0025%- 

2.6  Zoalene . 

113.6  Lincomycin . 

0. 006%) 

2 

(0. 0125%) 

a.  2.1,  2.2,  or  2.4... 

..  113.6  Penicillin  _ -  - 

Z4-60 

b.  2.1,  or  2.4 . 

4-50 

3.1  Zoalene . . . 

..  36.3-113.6 . 

(0.  004%,- 
0.0126%) 

For  turkeys  grown  for  meat  piiriwses  only . Prevention  and  control  of  coccidiosis. 

For  ttirkeys  grown  for  meat  purixtses  only;  feed  Prevention  and  control  of  coccidiosis;  aid  in  the 
continuously  beginning  2  weeks  before  black-  prevention  of  blackhead, 
head  and  coccidiosis  are  expected  and  continue 
as  long  as  prevention  of  blackhead  and  pre¬ 
vention  and  control  of  ooccidiosis  is  needed; 
withdraw  6  days  before  slaughter;  as  sole 
source  of  organic  arsenic. 

For  turkeys  grown  for  meat  puriw-sos  only;  Growth  promotion  and  feed  cfTicicncy,  improving 
withdraw  6  days  before  slaughter;  as  sole  pigmentation. 

.source  of  organic  arsenic. 

For  turkeys  grown  for  meat  purposes  only;  Do. 
withdraw  6  days  before  slaughter. 

5  121.262,  table  1,  item  2.1.  §  121.262,  table  1,  item  2.1. 

For  broiler  chickens _  Prevention  and  control  of  coccidiosis. 

For  broiler  chickens;  withdraw  5  days  before  Prevention  and  control  of  coccidiosis;  growth 
slaughter;  as  sole  source  of  organic  arsenic.  promotion  and  feed  efficiency;  imi>roving  pig¬ 

mentation. 

. do . . . .  Do. 


-do. 


For  floor  raised  brloier  chickens;  do  not  feed  to 
laying  chickens;  to  lie  fed  as  the  sole  ration; 
as  Uncomycin  hydrocloride,  monohydrate 
provided  by  sponsor  No.  037,  see  S  135.501(c) 
of  this  chapter;  zoalene  provided  by  sponsor 
No.  012,  see  J  135.501  (c)  of  this  chapter. 

For  broiler  chickens;  as  procaine  [Kmicillin - 

F’or  broiler  chickens;  as  bacitracin  methylene 
disalicylate,  or  zinc  bacitracin. 

For  replacement  chickens;  in  complete  feed  only; 
(grower  ration  not  to  l)e  fed  to  birds  over  14 
weeks  of  age),  as  follows: 


Prevention  and  control  of  coccidiosis;  growth 
promotion  and  feed  efficiency;  improving 
pigmentation. 

Increase  in  rate  of  weight  gain,  improved  feed 
efficiency,  and  as  an  aid  in  the  prevention  and 
control  of  coccidiosis. 


Growth  promotion  and  feed  efficiency. 

Do. 

Development  of  active  immunity  to  coccidiosis. 


1.2  Zoalene... 36.3-113.5  ArsanlUc  acid. 

(aoMV 
a  01 25^ 


Growing  conditions 

Amount  of  zoalene  in  feed 
for  birds  by  age  group 

Starter 

ration 

Grower 

ration 

Grams  per 

Grams  per 

ton 

ton 

Severe  exixisure . . . 

.  113. 6 

75.4-113.5 

(0. 0125%,) 

(0. 0083%- 
0. 0126%) 

Light  to  moderate  expo.siu:e . . . 

.  75. 4-113.  6 

36. 3-76.  4 

(0. 0083%,- 

(0. 004%,- 

0. 0126%,) 

0. 0086%,) 

90(0.01%)  For  replacement  chickens;  in  complete  feed  Development  of  active  immunity  to  coccidiosis; 

only;  grower  ration  not  to  be  ted  to  birds  over  growth  promotion  and  feed  efficiency;  improv- 

14  weeks  of  age;  withdraw  5  days  before  Ing  pigmentation, 

slaughter;  as  sole  source  of  organic  arsenic,  as 
follows: 
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Principe^ 

ingredient 


3.3  Zoalonc. 

3.4  Zoalcne. 


Cktmbined  with—  Grams  per 

ton 

Limitations 

Indications  for  use 

Growing  conditions 

Starter 

ration 

Grower 

ration 

Severe  exposure.r.-.-. . . 

Gramt  per 
ton 

Gramt  per 
ton 

Light  to  moderate  exposure . 

(0.0125%) 

(0. 0083%- 
0. 0r25%) 

(0.0083';,- 
0. 0125%) 
36. 3-7.5. 4 
(0. 004%- 
0. 008.5%) 

36.3-113.5 

(0.001%- 

a0126%) 

36.3-113.5 
(0.004%- 
a  0125%) 


Sudium  arsanilalc. 


3-Nitro-4-hydroxy- 
phciiylai  sonic  acid. 


90  For  replacement  cliickcns;  etc. — Continued _ Development  of  active  immunity  to  coccidiosis 

(0.01%)  etc.— Continued 

22.7-4.5.4 . do . . .  Do. 

(0.0025%- 
0.005%)  /\ 


**•*••• 

2.  In  §  121.208(d)  by  revising  tables  1  and  2  to  read  as  follows: 

§  121.208  Chlortetracyrline. 

««***•« 

(d)  *  •  • 


Table  l.—ChlortftracycUne  in  coinpUle  chicktn  and  turkey  ftidt 


Principal  Grams  per  Combined  with—  Grams  per  Limitations  Indications  for  use 

ingredient  ton  ton 


1.  Chlortetracycline... 

2.  Chlortetracycline... 

3.  Chlortetracycline... 

4.  Chlortetracycline... 

6.  Chlortetracycline... 

6.  Chlortetracycline... 

7.  Chlortetracycline... 

8.  Chlortetracycline... 


9.  Chlortetracycline... 


10.  Chlortetracycline.. 


11.  Chlortetracycline.. 

12.  Chlortetracycline.; 

13.  Chlortetracycline^ 


14.  Chlortetracycline.. 


16.  Chlortetracycline.; 


60-100  .  For  chickens  and  turkeys;  as  chlortetracycline  During  times  of  stress,  for  prevention  of  disea.'os 

iiydrochloride.  named  in  this  section  caused  by  organisms  sus¬ 

ceptible  to  the  indicated  levels  of  the  chlor¬ 
tetracycline  salt. 

60-100  .  Forchickensiaschlortctriicyclinchydrochloride.  Prevention  of  chronic  respiratory  disease  (air-sac 

infection). 

60-100  . .T .  For  turkeys;  as  chlortetracycline  hydrochloride.  Prevention  of  infcctiotis  sinu.silis,  hexamitiasis. 

60-100  . ..: .  For  laying  chickens;  as  chlortetracycline  hydro-  Maintaining  or  increasing  egg  production  or 

chloride.  hatchability  of  eggs. 

60-100  . .  For  cldcks;  as  chlortetracycline  hydrochloride...  Prevention  of  early  mortality  due  to  organisms 

.susceptible  to  chlortetracycline. 

100-200  . . .  For  chickens;  not  to  l>c  fed  to  laying  chickens;  as  Treatment  of  chronic  respiratory  disea.se  (air-sac 

chlortetracycline  hydrochloride.  infection),  blue  comb  (nonsiiecllic  infectious 

enteritis);  prevention  of  synoiritls. 

100-200  . . . . . . .  For  turkeys;  as  chlortetracycline  hydrochlori'lc. .  Treatment  of  blue  comb  (nonsi>e.cilic  infectious 

enteritis,  mud  fever),  infectious  .sinusitis, 
hexamitiasis;  prevention  of  synovitis. 

100-200  .  For  chickeiLs;  not  be  fed  to  laying  ciiickens;  iis  Treatment  of  chronic  respiratory  disease  (air-sac 


chiortctracyciine  hydrordiioride,  as  foiiows:  In  infection),  blue  comb  (nonsiwitic  infections 
low-calcium  feed  containing  0.8  percent  dietary  enteritis);  prevention  of  synovitis, 
calcium,  not  to  be.  fed  continuously  for  more 
more  than  8  weeks;  in  low-<’alcium  feed  con¬ 
taining  0.40  percent  to  0.56  percent  dietary  cal- 
•  cium,  not  to  be  fed  continuously  for  more  than 

6  days;  in  low-calcium  feed  containing  0.8  per¬ 
cent  dietary  calcium  and  1  percent  to  1.6  i)er- 
cent  sodimu  sulfate,  to  1)0  fed  emit  inuously  for 
not  more  than  the  lirst  3  weeks  of  life. 

200  . .  For  chickens;  not  to  be  fed  to  laying  chickens;  as  Prevention  and  control  of  coecidiosis  caused  by 

chlortetracycline  hydro<'hloridc,  as  follows:  In  K.  mcalrU  and  F.'.  tenrHa. 
low-calcium  fce<l  containing  0.8  i)eri'ent  dietary 
calcium,  not  to  be  fed  continuously  for  more 
than  8  weeks;  in  low-calcium  feed  containing 
0.8  irercent  dietary  calcium  and  1.0  i)ercent  to 
1.6  percent  sodium  sulfate,  to  l)e  fed  contin¬ 
uously  for  not  more  than  the  first  3  weeks  of 
life.  “ 

200  . . -....n . . .  For  chickens;  not  to  be  fed  to  laying  chickens:  as  Treatment  of  coecidiosis  caused  by  K.  neentrix  and 

chlortetracycline  hydrochloride;  in  low-cal-  KlrmUa. 
cium  feed  containing  0.4%  to  0.55'^  dietary 
calcium,  not  to  be  fed  continuously  for  more 
than  5  days. 

200  . . ir.i.rir-..-. . For  chickens;  not  to  Ix'  fed  to  laying  chickens;  as  Control  of  synovitis. 

chlortetracycline  hydrochloride. 

200  . For  turkeys;  as  chlortetracycline  hydrochloride..  Do. 

400  . r,; .  For  turkey  poults  not  over  4  weeks  of  age;  in  low  Aid  in  reducing  mortality  due  to  paratyphoid 

calcium  feed  containing  1  percent  total  calcium  caused  by  tialmoneUa  lyiihimurium. 
with  not  less  than  0.45  percent  calciiun  from 
calcium  sulfate;  as  chlortetracycline,  hydro¬ 
chloride. 

600  .  For  chickens;  not  to  l)e  fed  to  laying  chickens;  as  .\id  in  the  reduction  of  mortality  due  to  K.  eul 

chlortetracycline  hydrochloride;  in  fi'ed  con-  infections  susceptible  to  such  treatment, 
taining  0.8  |>erccnt  dietary  calcium;  not  to  be 
fed  continuously  for  more  than  6  days;  with¬ 
draw  24  hours  prior  to  slaughter. 

200  .-.viv;r;r.v...-.r;r.rrr.:.. . For  broiler  chickens;  in  low  calcium  feed  con-  Treatment  of  chronic  respiratory  disease  caused 

tainhig  0.8  percent  dietary  calcium  and  1.6  per-  by  strains  of  Myeoplatma  goUistpticum  su- 
(•ent  sodium  sulfate;  feed  continuously  as  sole  ceptible  to  chloretetracycline. 
ration  for  not  more  than  the  first  3  weeks  of  life. 
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Tablk  2.—ChloTtetTaeyeli7u  in  compleU  twine  fui 


Princlital  ingredient 

Quantity 

C<»nMned  wtOh—  (Quantity 

^  Ldmltatloai 

Indications  for  use 

1.  Chlortetracycllno>_ 

2.  Chlorletracycline'.. 

3.  Chlortetracycline... 

4.  Chlortetracycline... 

Grams 
per  ton 
50-100  .. 

Grams 
per  ton 

Maintenance  of  weight  gain  in  the  presence  of 
atrophic  rhinitis;  reduction  of  the  incidence  of 
cervical  abscesses;  prevention  of  bacterial  swine 
enteritis;  prevention  of  bacterial  swine  enteritis 
during  times  of  stress. 

Treatment  of  bacterial  swdne  enteritis. 

As  an  aid  in  reducing  spread  of  leptospirosis. 

As  an  aid  in  reducing  shedding  of  leptospirae;  as 
an  aid  in  reducing  the  alx)rtion  rate  of  swine 
and  the  mortality  rate  of  newborn  pigs  when 
leptospirosis  is  present. 

100-200  .. 

200  .. 

400  .. 

Sole  medication;  as  chlortetracycline  hydro¬ 
chloride. 

To  be  fed  for  14  days  as  sole  medication;  as 
chlortetracycline  hydrochloride. 

•  See  also  §  121.200(c)a). 

******* 

3.  In  §  121.210(c)  by  revising  the  table  to  read  as  follows; 

§  121.210  Amprolium. 

******* 

(c)  *  *  * 


Amproliutn  in  comfilete  chicken  and  turkey  feed 


I’rlnclpal 

ingredient 

Grams  per  Combined  with— 

ton 

Grams  per 
ton 

113.  .V227 

(0. 

0.  (V.'.5C/„1 

a.  1.1 . 

113.  .5-227  Fenicillin . 

2. 4-.50 

b.  1.1 . 

113.5-227  Uai'itracin . 

4-50 

c.  1.1 . 

113.5-227  Arsanilic  acid . 

fKI 

(0.01%) 

d.  1.1 . 

113.  .5-227  Sodium  arsanilaie . 

90 

(0.01%,) 

e.  1.1 . 

113.5-227  3-Nit  ro-4-hydroxy- 

22.7-45.4 

phenylarsonic  acid. 

11.3.  .5-227 

(0.  012.5%- 

a  025%,) 

2.2  Amprolium . . 

113.5-227  Eihopabate . 

3.6 

(0.012.5%,- 

(0. 0004%,) 

0. 02.5%) 

2.3  Amprolium . . 

113.  5-'.^  Arsanilic  acid- . 

90 

(0. 012.5%.- 

(0. 01%) 

0. 02.5%,) 

2.4  Amprolium . . 

113.  .5-227  Eihopabate . 

3.6 

(0.  01  ■2.5%,-  -f 

(0. 0004%,) 

0. 0'25%)  Arsanilic  acid . . 

90 

(0.01%,) 

2.8  Amprolium . 

113  .5-227  3-Nitro-i-hvdroxy- 

22.7-4.5.4 

(0. 01'2.5%,-  iihenylarsonic  acid. 

(0.0025%- 

0. 025''(,) 

0.005%,) 

2.5  Amprolium . 

113.5-227  Ethopabaie . 

3.6 

(0.0125%,-  -1- 

(0. 0004%) 

0. 02.5%)  3-N  it  ro-4-li  y  droxy- 

22. 7-4.5. 4 

phenylarsonic  acid. 

(0. 0025%,- 

0.005%,) 

2.10  Amprolium . 

113.  .5  Ethopabaie _ _ 

3.6 

(0. 0125%,)  + 

(0.0004%,) 

3-Nilro-4-hvdroxy- 

4.5.4 

phenylarsouic  acid. 

(0.005%,) 

Lincomycin . . 

2-4 

2.11  Amprolium . 

113.5  Ethopabaie . . 

3.6 

(0.0125%)  4* 

(0. 0004%) 

Lincomycin . . 

2-4 

a.  2.1  or  2.2 . 

113.  .5-227  Fenicillin . . 

2. 4-.50 

b.  2.1,  2.2,  or  2.9... 

113.5-227  llacitra<’in _ _ 

4-.50 

c.  2.1 . 

113  5-227  Sodium  arsanliate _ 

90 

3.1  Amprolium . 

...  36.3-113.5 . 

(0. 01%,) 

(0. 04%,-  - - - - 

- —  1 

0.  0125%) 

Limitations 


For  turkeys. 


For  turkeys;  as  procaine  penicillin . 

For  turkeys;  as  bacitracin  methylene  disalicy- 
Uitc. 

For  turkeys;  withdraw  .5  days  before  slaughter; 
as  sole  source  of  organic  arsenic. 

For  turkeys;  withdraw  5  days  before  slaughter.. 

1  121.262.  table  1,  item  2.1 . 

For  broiler  chickens;  lor  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
not  fur  laying  hens. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
as  solo  source  of  organic  arsenic;  withdraw  5 
days  l>efore  slaughter. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  cx)ccidiosis  is  not  desired; 
as  sole  .source  of  organic  arsenic;  withdraw  5 
days  before  slaughter;  not  for  laying  hens. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  coccidiosis  is  not  desired; 
as  sole  source  of  organic  arsenic;  withdraw  5 
days  before  slaughter. 

For  l>roiler  chickens;  for  replacement  chickens 
where  immunity  to  coccidiosis  is  nol  desired; 
as  sole  source  of  organic  arsenic;  withdraw  5 
days  iKsfore  slaughter;  not  for  laying  hens. 

For  floor-raised  broiler  chickens;  not  for  laying 
chickens;  as  lincomycin  hydrochloride  mono¬ 
hydrate;  withdraw  .5  days  l)efore  slaughter;  as 
sole  source  of  amprolium  and  organic  arsenic. 


For  floor-raised  broiler  chickens;  not  for  laying 
ctiickens;  as  lincomycin  hydrochloride  mono- 
hydrate;  as  sole  source  of  amprolium. 

As  procaine  penicillin . . . . 

As  bacitracin  methylene  disalicylate _ 

S  121.2.M(c),  item  1 . 

For  replacement  chickens;  as  follows; 


Indications  for  use 


Prevention  of  coccidiosla 


Growth  promotion  and  feed  offldency. 

Do. 

Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmetitatiou. 

Do. 

§  121.262,  table  1,  Item  2.1. 

Prevention  of  coccidiosis. 


Do. 


Prevention  of  coccidiosis;  growth  promotion  and 
feed  efflcienc.y;  iini>roving  pigmentation. 


Do. 


Prevention  of  coccidiosis;  growth  promotion  and 
feed  efficiency;  improving  pigmentation. 


Do. 


For  Increase  in  rate  of  weight  gain;  Improved 
feed  efficiency  and  pigmentation;  as  an  aid  in 
the  prevention  of  coccidiosis  in  floor-raised 
broiler  chickens. 


Do. 


Growth  promotion  and  feed  efficiency. 

Do. 

Growth  promotion  and  feed  efficiency;  improving 
pigmentation. 

Development  of  active  Immunity  to  coccidiosis. 


3.2  Amprolium. 


Amount  of  amprolium  in  feed  for  birds, 
by  age  groui>s 

Growing  conditions  - 

Up  to  From  5  to  Over 

5  weeks  8  weeks  8  weeks 

of  age  of  age  of  age 


Severe  exposure  to  coccidiosis.... 
Moderate  exposure  to  coccidiosis. 


Slicht  exposure  to  coccidiosis. 


Gramt  per  ton 
113.  .5 
(0. 0125%) 

72.6-113.5 
(0. 008%- 
0. 012.5%) 
36.3-118.5 
(0.004%- 
0. 0125%) 


Grams  per  Ion  Grams  per  Inn 
72.6-113.5  36.3-113.5 

(0.  (m%-  (0.  ooi%- 

0.012.5%)  0.012.5%) 

54.5-113.5  36.3-113.5 

(0. 006%-  (0.  00i%- 

0.  012.5%)  0.  ni2.5'7o) 

36.3-113.5  36.3-113.5 

(0.004%-  (0.(KM%- 

a0125%)  0.0125%) 


acid .  90  for  replacement  chickens;  as  specified  in  item  Development  of  active  Immunity  to  cnccidiosis, 

nni9vv7  (0-01%)  3.1  of  this  table;  withdraw  6  days  before  growth  promotion  and  feed  efficiency;  im- 

0. 0125 /o)  slaughter;  as  sole  source  of  organic  arsenic.  proving  pigmentation. 
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Principal. 

ingredient 

Grams  pw  Combined  with — 

ton 

Grams  per  Limitations 

ton 

Indications  for  use. 

3.3  AnivroUmn _ 

a.  3.1  or  3.2 . 

b.  3.1 . 


4.1  Atnprolium. 


4.2  Aniprolium. 


4.3  Auiurulium.^. 


36.3'113..5 

(aoo*%- 

a  0125%) 
36.3-113.5 
36. 3-113. 5 

72.6- 113.5  . 
(0.008%- 
0.0123%) 

72.6- 113.6 
(6.068%- 
6(023%) 

72.6- 113.5 
(6088%- 
6  0128%) 

72.6-113.5 
72;  6-113. 8 


Sodiuiu  amauilate. 


Penicillin _ _ 

3-NltTO-4-hydrox- 
yhepylarsoni  acid; 


Arsanilic  acid. 


3-N  itro^hydtoxy- 
pUenylarsonic  acid. 


PanicllUa _ - 

9odiuin  arsanilate: 


5.1  AraprolioiBi _ 

6.1  AmproUmit. . 


7.1  Ampmliiim.  _ 


a.  7.1 _ 


113.5  . . 

(60126%) 

(60^) . 

113. 6  Ethopabate _ 


Bacitracin . . . 


90  For  replaecineat  chickens;  as  specifled  in  item  Do. 

(601%)  3;1  of  this  tabte;  withdraw  5  days  boforo 

slaughter;  as  sole  source  of  organic  arsenic. 

Z 4-60  As  pro^ne  peniciUln... . . .  Growth  promotion  and  feed  eflSciency. 

22;  7-46  *  5  121.202,  table  I,  item  1.1 .  i>  121.262,  table  1,  item  1.1. 

. . For  broiler  chickens . . . Prevention  of  coccidiosis  caused  by  E.  ttntUa 

only. 

96  For  IJToiler  chickens;  withdraw  8  days  before  Prevention  of  coccidiosis  caused  by  B.  tenelU 
(0. 01%)  slaughter;  as  sole  source  of  organic  awonic.  only;  growth  promotion  and  feed  efficiency ; 

improving  pigmentation. 

22.7-464 . do.„ .  Do. 

(0.0028%- 

6083%) 

2. 4-50  As  procaine  penicillin . . . . . Growth  promotion  and  feed  effleienoy. 

96-  Withdraw  5  days  before  slaughter;  as  sole  source  Growthpiomotion  and'feed  el^iency;  improving 
of  organic  arsenic,  pigmentntinir. 

. For  moderate  outl)reaks  of  coccidiosis  in  laying  Treatment  of  coceidioeis. 

chickens;  administer  for  2  weeks. 

_ For  severe  outbreaks  of  coooidioids  in  laying  Do. 

ohicke^  admiidster  for  2  weeks. 

36. 3  For  broiler  chickens;  for  replacement  chickens  As  an  aid  in  the  prevautiou  of  ooccidioais  where 
(6  004%)  where  immunity  to  coccidiosis  is  not  desired;  severe  exposure  to  coccidiosis  from  B.  aeervnlina, 
not  for  chiciiens  over  IS  weekaafage.  E.  maxima,  and  E.  brunsM  is  nicely  to  occur; 

4  For  broiler  chickens;  do  not  food  to  laying  To  aid.  in  prevention  of  ooecidioeis  whore  severe 


_ 3-Nitro-4-hydioxy- 

pheuylarsonic  acid. 


8.1  AmproUum _ 

9.1  AmpioUnm _ ^ 


10.1  AmproUum _ -.-z 


1118 . .“..i 

(•.0123%) 

1118  3-Nltro-4-hydroxy- 
(6  0123^  pkenylarsonlc  acid. 

Ettoopabate. 


Bacitracin  methyl¬ 
ene  disallcylate. 


113. 5  S-Nitro-l-hydroxy- 
(0. 0128%)  pbenylarsonic  acid. 

-h 

Ethopabate . 

-|- 

Bacitracin  methyl¬ 
ene  diaaUcylato 


chickens;  as  solo  source  of  amiiroilura;  not  for  exposure  to  coccidio;ds  from  E.  acerouUna,  E 

use  as  a  treatment  for  outbreaks  of  coecidio^;  maxima,  E.  bnynttH  is  Itkniy  to  occur;  for 

as  bacitracin  methylene  disallicylato  as  pro-  Increased  rate  of  weight  gain  in  broiler  chickena 

vidtod  by  Code  No.  028  in  5 133.801(c)  of  this  raised  In  floor  pens, 
chapter;  feed  as  the  sole  ration  from  the  time 
chickens  are  placed  on  Utter  until  past  the 
time  when  coccidiosis  is  ordinarily  a  hazard; 
approval  for  thiooombination  granted  to  firm 
No.  023  as  identiUed  in  }  138.S01(c)  of  this 
chapter. 

48.4  For  broiler  chickena;  do  not  fpe<l  to  laying  Do. 

Hi%)  chickens;  withdraw  8  daye. before  slaughter; 
as  sole  souece  of  amproUura;  do  not  use  aS  a 
treatment  for  outbreaks  of  coccidiosis;  feed  as 
the  sole  ration  tom  time  chickens  are  phu-'isl 
on  Utter  until  past  the  time  when  ooccidio^s 
is  ordinarily  a  hazard;  3-nitro-4-hydroxy- 
phenylarsoiw  acid  as  provided'  by  code  No. 

691  in  §  135.501(c)  of  this  chapter;  approval  for 
this  oombination  granted  to  firm  No.  023  as 
Identlfled  in  1 135..501(c)  of  this  chapter. 

_ For  laying  chickens _ _ Prevention  of  cocchiiosto. 


_ M  For  ffoor-raised  broiler  chickens;  do  not  feed  to 

(608878%)  laying  chickens;  withdraw  5  days  beftre 
slaughter;  as  sole  source  of  amprollum  and 
36.3  organic  arsenic;  do  not  use  as  a  treatment  for 
(6  064%)  outbreaks  of  coccidiosis;  foed  as  the  solo  ration 
tom  time  ebiekens  are  ^aced  on  Utter  until 
5-38  past  the  time  when  coccidiosis  is  ordinarUy  a 
hazard;  amprollum  and  ethopabate  as  pro¬ 
vided  by  oode  No.  023  in  |.13e.S01(e)  of  this 
chaptor;  bacitraein  mctliylene  disaUoylate  as 
provided  by  code  No.  028  in  9  135.601(c)  of  this 
chapter;  3-aitro-4thydrosypbenylarsaruc  acid 
as  provided  by  code  No.  031  in  9  135.601(c)  of 
this  chapter;  approval  for  this  combination 
granted  to  firm  ^.OESas  identified  in  9  136.501 
(c)  of  this  (diapter. 

34 . do . . . . . . 

(606876%) 

36.3 

(600*%) 

20-33 


For  increased  rate  of  weight  gain  and  as  an  aid  in 
the  prevention  of  coccidiosis  where  severe-  ex¬ 
posure  to  coccidiosfo  tom  E  atermiUna,  Bi 
maxima,  and  E.  bruneUi  is  likely  to  occur  in 
broiler  chickens  raiserl  in  floor  pens. 


For  iucriAsed  rate  of  wught  gain,  improved  feed 
elUoiency,  ai’d  as  an  aid  in  the  prevention  of 
coccidiosis  where  servero  exposure  to  oocciillesis 
tom  E.  acervnUna.  B.  maxima,  and  E.  brunetU 
is  Ukely  to  occur  in  broiler  chickens  raised  in 
floor  pens. 


*•**««• 

4.  In  S  121.213(d)  by  deleting  tables  1  and  2  and  adding  a  new  table  to  read  as 
follows: 

§  121:.213  Hygromycin  B. 

*»••••• 

(d)  • 

Hygromuein  B  m  aompUU  chicken  and  mine  Iced 

Principal  Grams  per  Combined  with —  Groms  per  Limitations  Indications  for  use 

Ingtedianl  ton  ton 


L  Hygromycin  B..=: 
2.  Hygromycin  B...;. 


8-12 .  . . .1 . Control  of  Infestatlen  of  large  ronndwwmi 

(AeeihttcBi),  ceoal  worms  (i&craltegnltoert 
and  capillary  worms  (Cafillaria  obtignatah 

12 . . . For  swine;  withdraw  48  hours  prior  to  daughter.  Control  of  InfBstatlon  of  largo  nmndwoniM 

(Aecarie  tub),  nodular  worm*  {Omaplemotti^ 
mum  dentalum),  and  vfoipwomia  (Tridmrif  \ 

sate).  1 

•  •  •  «  e  e  • 


5.  In  §  121.220(d)  by  revising  the  table  to  read  as  follows: 
§  121.220  Nystatin. 


(d)  *  *  • 
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NyHatin  in  chicken  and  turkey  fud 


I’rincipal  Qranuper  Comblnad  vHb—  OninsiMC  Limitatloni  Indications  (or  um 

Ingredient  ton  ton 


1  Nystatin  100  For  growing  chickens;  to  be  fed  for  7  to  10  days,  j  Treatment  of  crop  mycosis  and  mycotic  diarrhea 

■  .  {Candida  al  bicant). 

o  N'vstatin  j  100  For  layl eg  chickens;  to  baled  for  7  to  10 days _  Do. 

3  Nystatin  **l_j  100  .  v  ■  .j.  For  growing  turkeys;  to  be  fed  lor  7  to  10  days _  Do. 


6.  By  revising  §  121.225  to  read  as 
follows: 

§  121.225  Antibiotics  for  growth  promo¬ 
tion  and  feed  efficiMtcy. 

The  antibiotics  listed  In  this  section 
may  be  safely  used  in  animal  feeds  as  an 
aid  in  stimulating  growth  and  Improv¬ 
ing  feed  efficiency,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  Procaine  penicillin.  Procaine  peni¬ 
cillin  as  follows: 

(1)  Procaine  penicillin  is  the  procaine 
salt  of  the  antibiotic  substance  produced 
by  the  growth  of  Penlcillium  notatum  or 
Penlcilllum  chrysogenum  or  the  same 
antibiotic  substances  produced  by  any 
other  means. 

(2)  The  quantities  of  the  antibiotics 
referred  to  in  this  paragraph  refer  to 
activities  equivalent  to  those  of  the  ap¬ 
propriate  antibiotic  master  standards. 

(3)  It  is  used  or  intended  for  use: 

(i)  In  the  feed  of  chickens,  turkeys, 
and  pheasants  in  an  amount  not  less 
than  2.4  grams  nor  more  than  50  grams 
per  ton  of  finished  feed. 

(ii)  In  the  feed  of  quail  not  over  5 
weeks  of  age,  in  an  amount  not  less  than 
5  grams  nor  more  than  20  grams  per 
ton  of  finished  feed. 

(iil)  With  streptomycin  in  the  feed 
of  chickens  and  turkeys  at  a  level  of  2.4 
to  7.5  grams  per  ton  of  procaine  penicil¬ 
lin  with  12.0  to  37.5  grams  per  ton  of 
streptomycin  and  in  the  feed  of  chickens 
at  a  level  of  3.75  to  7.5  grams  per  ton 
of  procaine  penicillin  and  18.75  to  37.5 
grams  per  ton  of  streptomycin. 

(iv)  With  streptomycin  in  the  feed  of 
swine  at  a  level  of  1.5  to  7.5  grams  per 
ton  of  procaine  penicillin  combined  with 
7.5  to  37.5  grams  per  ton  of  streptomy¬ 
cin  in  the  finished  feed. 

(b)  Zinc  bacitracin.  Zinc  bacitracin 
as  follows: 

(1)  Zinc  bacitracin  is  the  zinc  salt 
growth  of  Bacillus  subtilis  var.  Tracy  or 
the  same  antibiotic  substance  produced 
by  any  other  means,  and  for  the  pur¬ 
poses.  of  this  paragraph  refers  to  zinc 
bacitracin  or  feed  grade  zinc  bacitracin. 

(2)  The  quantities  of  the  antibiotics 
referred  to  in  this  paragraph  refer  to 
activities  equivalent  to  those  of  the  ap¬ 
propriate  antibiotic  master  standards. 

(3)  It  is  used  or  intended  for  use: 

(i)  In  the  feed  of  chickens  and  tur¬ 
keys  in  an  amount  not  less  than  4  grams 
nor  more  than  50  grams  per  ton  of 
finished  feed. 

(il)  In  feed  for  growing  cattle,  in  an 
amount  providing  not  less  than  35  milli- 


*  •  • 

grams  nor  more  than  70  milligrams  per 
animal  per  day. 

(iil)  In  the  feed  of  swine,  in  an 
amount  not  less  than  10  grams  nor  more 
than  50  grams  per  ton  of  finished  feed. 

(c)  Bacitracin  methylene  disalicylate. 
Bacitracin  methylene  disalicylate  aa 
follows: 

(1)  Bacitracin  methylene  disalicylate 
is  the  methylene  disalicylate  salt  of  the 
antibiotic  substance  produced  by  growth 
of  Bacillus  subtilis  var.  Tracy  or  the 
same  antibiotic  substance  produced  by 
any  other  means,  and  for  the  purpose  of 
this  paragraph  refers  to  bacitracin  meth¬ 
ylene  disalicylate  or  feed  grade  bacitracin 
methylene  disalicylate. 

(2)  The  quantities  of  the  antibiotics 
referred  to  in  this  paragraph  refer  to 
activities  equUavent  to  those  of  the  ap¬ 
propriate  antibiotic  master  standards. 

(3)  It  is  used  or  intended  for  use: 

(i)  In  the  feed  of  chickens  and  turkeys 
in  an  amount  not  less  than  4  grams  nor 
more  than  50  grams  per  ton  of  finished 
feed. 

(ii)  In  the  feed  of  swine,  in  an  amount 
not  less  than  10  grams  nor  more  than  50 
grams  per  ton  of  finished  feed. 

(d)  Chlortetracy Cline.  Chlortetracy- 
cline  as  follows: 

(1)  Chlortetracy  Cline  is  the  antibiotic 
substance  produced  by  growth  of  Strep- 
tomyces  aureofaciens  or  the  same  anti¬ 
biotic  substance  produced  by  any  other 
means,  and  for  the  purposes  of  this  para¬ 
graph  refers  to  chlortetracycline  or  feed 
grade  chlortetracycline. 

(2)  The  quantities  of  the  antibiotic  re¬ 
ferred  to  in  this  paragraph  refer  to  ac¬ 
tivity  equivalent  to  that  of  the  appro¬ 
priate  antibiotic  master  standard. 

(3)  It  is  used  or  intended  for  use: 

(i)  In  the  feed  of  chickens  and  turkeys, 
in  an  amount  not  less  than  10  grams  nor 
more  than  50  grams  per  ton  of  finished 
feed. 

(ii)  In  the  feed  of  mink,  in  an  amount 
not  less  than  20  grams  nor  more  than  50 
grams  per  ton  of  finished  feed,  and  also 
as  an  aid  in  increasing  pelt  size. 

(iii)  In  the  feed  of  horses  up  to  1  year 
of  age  in  the  amount  of  85  milligrams  per 
head  per  day,  where  such  horses  are  not 
to  be  slaughtered  for  food  purposes. 

(iv)  In  the  feed  of  swine,  in  an  amount 
not  less  than  10  grams  nor  more  than  50 
grams  per  ton  of  finished  feed. 

(v)  In  the  feed  of  calves,  in  an  amount 
not  less  than  25  milligrams  per  head  per 
day  nor  more  than  70  milligrams  per 
head  per  day  in  finished  feed. 

(vl)  In  the  feed  of  growing  cattle,  in 


•  « 

an  amoimt  equal  to  70  milligrams  per 
head  per  day  in  finished  feed. 

(vli)  In  the  feed  of  calves  up  to  250 
pounds  in  weight  in  an  amount  providing 
0.1  milligram  per  pound  of  body  weight 
per  day  in  milk  replacers  or  starter  feeds. 

(e)  Erythromycin  thiocyanate.  Eryth¬ 
romycin  thiocyanate  as  follows: 

(1)  Erythromycin  thiocyanate  is  the 
thiocyanate  salt  of  the  antibiotic  sub- 
st£uice  produced  by  the  growth  of  Strep- 
tomyces  erythreus  or  the  same  antibiotic 
substance  produced  by  any  other  means. 

(2)  The  levels  of  antibiotics  listed  are 
expressed  in  terms  of  the  weight  of  eryth¬ 
romycin  master  standard.  One  gram  of 
erythromycin  thiocyanate  is  equivalent 
to  0.925  gram  of  erythromycin  master 
standard. 

(3)  It  is  used  or  Intended  for  use: 

(i)  In  the  feed  of  chickens,  in  an 
amount  not  less  than  4.6  grams  nor  more 
than  18.5  grams  per  ton  of  finished  feed. 

(ii)  In  the  feed  of  turkeys  not  over  12 
weeks  of  age,  in  an  amount  not  less  than 
9.25  nor  more  than  18.5  grams  per  ton 
of  finished  feed. 

(f)-(v)  [Reserved] 

(w)  Labeling  requirements.  (1)  To  as¬ 
sure  safe  use,  the  label  and  labeling  of 
the  additive,  any  combination  of  addi¬ 
tives,  and  any  feed  additive  supplement, 
feed  additive  concentrate,  or  feed  addi¬ 
tive  premix  prepared  therefrom,  shall 
bear,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act,  the  following: 

(i)  The  name  of  the  additive  or  addi¬ 
tives. 

(ii)  A  statement  of  the  quantity  of  each 
contained  in  any  mixtures. 

(iil)  A  statement  of  the  conditions  for 
which  the  feed  is  to  be  used. 

(iv)  Adequate  mixing  directions  to  pro¬ 
vide  a  complete  feed  with  the  proper 
concentration  of  the  additive  or  addi¬ 
tives,  whether  or  not  intermediate  feed 
additive  supplements,  feed  additive  con¬ 
centrates,  or  feed  additive  premixes  are 
also  used. 

Note. — §  121.226  (w)  was  amended  by  an 
order  published  In  the  Federal  Register  on 
March  20,  1966,  30  FR  3708,  effective  January 
1,  1966,  and  was  stayed  at  30  FR  12353. 
September  28, 1965. 

§  121.232  [Reserved] 

7.  By  revoking  §  121.232  Bacitracin  and 
reserving  it  for  future  use. 

8.  In  §  121.233  by  revising  tables  1  and 
2  to  read  as  follows: 

§  121.233  Bacitracin. 

•  •  *  *  • 

(d)  •  •  • 
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Table  l.—Zinc  bacitracin  In  complete  chicken  and  turkey  feed 


Principal  Grams  par  Combined  with—  Grams  per  Limitations  Indications  for  use 

ingredient  ton  ton 


1.1  Bacitracin. 

2.1  Bacitracin. 

3.1  Bacitracin. 

4.1  Bacitracin. 

5.1  Bacitracin. 

6.1  Bacitracin. 

7.1  Bacitracin. 

8.1  Bacitracin. 


lO-SQ 

60-100 

60-100 

100 

100 

100-800 

100-500 

100-600 


For  chickens;  80  gm.  per  ton  first  4  to  6  weeks  of  Maintaining  or  increasing  egg  production, 
egg  production;  10-50  gra.  per  ton  for  remain¬ 
der  of  egg-laying  period;  as  sine  bacitracin. 


For  chickens;  as  zinc  bacitracin . 

For  turkeys;  as  ziuk  bacitracin . 

For  cMckens;  as  zinc  bacitracin . 

_ do . . 

_ do . 

For  chicks,  in  starter  ration;  as  zinc  bacitracin... 
For  tinkcys;  as  zinc  bacitracin . . 


Prevention  of  chronic  respiratory  disease  (air-sac 
infection);  blue  comb  (non-specilic  infectious 
enteritis). 

Prevention  of  infectious  sinusitis,  blue  comb 
(mud  fever). 

Maintaining  or  increasing  hatchability  of  eggs. 

During  times  of  stress,  prevention  of  diseases 
named  in  this  section  caused  by  organisms 
susceptible  to  bacitracin. 

Treatment  of  chronic  respiratory  disease  (air-sac 
infection);  blue  comb  (nous(K'cific  infectious 
enteritis). 

Prevention  of  early  mortality  of  clucks  due  to 
organisms  susceptible  to  zinc  bacitrai-in. 

Treatment  of  infectious  sinusitis,  blue  comb 
(mud  fever). 


Table  2. — Ziue  bacitracin  in  complete  twine  feed 


Principal 

ingredient 

Grams  per  Combined  with — 

ton 

Grams  per 
tou 

Limitations 

Indications  for  use 

60-108  . . . 

2.1  Bacitracin . 

100 . 

. do . 

. Treatment  of  bacterial  swine  enteritis. 

««****« 

9.  In  1  121.237(d)  by  revising  tlie  table  to  read  as  follows: 

§  121.237  ISihydrazone. 

m  *****  * 

(d)  •  *  * 

Nihydracone  in  complete  chicken  feed 


Principal  Grams  per  Combined  with—  Grams  per  Limitations  Indications  for  use 

Ingredient  ton  ton 


1.  Nihydrazone. 


a.  Nihydrazone. 

b.  Nihydrazone. 

c.  Nihydrazone. 


108 .  For  broilers;  for  replacement  chickens  not  over  Prevention  of  chronic  respiratory  disease  (air-sac 

14  weeks  of  age;  not  for  laying  chickens.  infection). 

In  the  presence  of  chronic  respiratory  disease 
(air-sac  Infection)  to  reduce  mortality  and 
severity  of  infection,  to  reduce  the  number  of 
lesions,  and  assist  in  maintaining  weight  gains 
and  feed  efficiency. 

Prevention  of  puUorum  dl.sease;  fowl  typhoid; 
paratyphoid  (salmonellosis);  coccldlosis  caused 
by  E.  teneUa,  E.  necatrix,  E.  maxima,  and  E. 
brunetti  and  histomonlasis  (blackhead). 

100  Penicillin . .  2.4-60  As  procaine  iM'nicillln.. .  Growth  promotion  and  feed  efficiency. 

100  Bacitracin .  4-60  As  bacitracin  methylene  disalicylate  or  zinc  Do. 

bacitracin. 

100  Ghlwtetracycline _  10-60  As  chlortetracycUne  hydrochloride _  Do.  — 


•  *»*•*• 

10.  In  §  121.251(d)  by  revising  table  1  to  read  as  follows: 

§121.251  Oxytetrarycline. 

(d)  *  *  * 

Table  l.—Oxytetracycline  in  complett  chicken  and  turkey  feed 


Principal  Grams  per  Combined  with—  Grams  per  Limitations  Indications  for  use 

ingredient  ton  ton 


1.  Oxytetra(;yellne. .50 

2.  Ozy tetracycline.  50-100 

8.  Oxytctracycline...^  50-100 

4.  Ozytetracycline.  .is  50-100 

6.  Oxytctracycline..=  100-200 

6.  0xytetr3cycline...i5  100-200 


_ For  chickens  and  tnrkeys;  as  the  mono-alkyl 

(Cs-Cu)  trimethyl  ammonium  salt  of  oxy  tetra¬ 
cycline. 

_ _  For  chickens;  as  the  mono-alkyl  (Cs-Cii)  tri¬ 
methyl  ammonium  salt  of  oxytetracyclina. 

..-ii.i.  For  turkeys;  as  the  mono-«dkyl  (CfCis)  trl- 
methyl  ammonium  salt  of  oxytetracyeline. 

_ For  chicks  (first  two  weeks  of  life);  for  poults 

(first  four  weeks  of  life);  as  the  monoalkyl 
(Cs-Cu)  trimethyl  ammonium  salt  of  oxytetra- 
cycllne. 

■iii.i.  For  turkeys;  as  the  mono-alkyl  (C«-Cu)  tri¬ 
methyl  ammonium  salt  of  oxytetracycline. 

.iiii.i  For  chickens;  as  the  mono-alkyl  (Ct-Cn)  tri¬ 
methyl  ammonium  salt  of  oxytetracycline. 


During  times  of  stress,  for  prevention  of  diseases 
named  in  this  section  caused  by  organism- 
susceptible  to  the  named  levels  of  the  oxytetras 
cycHne  salt. 

Prevention  of  blue  comb  (nonspecific  Infectious 
enteritis). 

Ptevention  of  hexamitiasis. 

Prevention  ofearly  mortality  of  chicks  and  poults 
due  to  organisms  susceptible  to  the  oxytetra- 
cycliue  salt. 

Control  of  infectious  sinusitis;  prevention  of 
Infectious  synovitis. 

Prevention  of  complicated  chronic  respiratory 
disease  (air-sac  Infection)  and  control  of  com¬ 
plicated  chronic  respiratory  disease  by  lowering 
mortality  and  severity  during  outbreaks;  pre¬ 
vention  of  fowl  cholera. 
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Principal  Qrains  per  Combined  with—  Grams  per  Limitations  '  Indications  for  use 

ingt^ent  ton  ton 


7.  Oxytetracycline _ 

8.  OxytetracycUne _ 


0.  Oxytetr.K'ycline _ 

10.  OxytetracycUne... 

11.  OxytetracycUne... 

12.  OxytetratycUne... 


13.  OxytotriwycUne... 


100-200 

100-200 


200 

200 

200 


200  Ncfjuinate, 


For  turkeys;  as  the  monoalkyl  (Cj-Cw)  tri- 
methyl  anunonium  salt  of  OxytetracycUne. 

For  clilckens;  as  the  monoalkyl  (CVCn)  tri- 
metliyl  ammonium  salt  of  OxytetracycUne  in 
low-ciUcium  feed  containing  0.18  to  0.55%  die¬ 
tary  calcium;  not  to  be  fed  continuously  for 
more  tlian  5  days;  low  calcium  feeds  may  l)e 
fed  for  a  total  of  three  5-day  periods  tlirough 
the  first  10  weeks  of  life  with  an  interim  period 
of  5  days  lielween  each  low-calcium  feeiiiiig. 
Not  to  be  It'd  to  laying  chickens. 

_ do . 


. For  chickens;  as  the  monoalkyl  ((VCi»  tri¬ 
methyl  anmionium  salt  of  OxytetracycUne. 

.  For  turkeys;  as  the  inonoalkyl  (CVCu)  tri- 

methyl  ammonium  salt  of  OxytetracycUne. 
.  For  chickens:  as  the  monoalkyl  (C»-Cn)  tri¬ 
methyl  ammouimn  salt  of  OxytetracycUne;  in 
low-caicium  feerl  containing  0.18  to  0.66% 
dietary  calcium;  for  2  weeks  from  outbreak  of 
disease.  5  days  of  low  calcium  and  tlie  remain¬ 
ing  jieriod  on  nonnal  calcitmi;  not  to  be  fed 
to  laying  chickens. 

IS.  16  For  broiler  o.  fryer  chickens  only;  as  tlie  mono- 
(0.  Otr?;;,)  alkyl  (tVf’n)  triinetliyl  ammonium  salt  of 
OxytetracycUne  as  provided  by  code  No.  030 
in  §  i35.()dl(c)  of  this  chapter. 


Control  of  blue  comb  (nonspecific  infectious 
enteritis,  mud  fever) ;  treatment  of  hexamitlasls. 

Treatment  of  blue  comb  (uonspecilic  infectious 
enteritis):  prevention  of  infectious  synovitis; 
control  of  compUcated  cluonic  ro.splratory  dis¬ 
ease  (air-sac  infection)  by  lowering  mortality 
and  severity  of  disetise  during  outbreaks;  reduc¬ 
tion  of  lesions  and  mortality  due  to  organisms 
susceptible  to  oxytetraeyctine  in  the  presence 
of  compUcated  chronic  re.spiralory  disease  (air- 
.sac  infection). 

Prevention  of  avian  infectious  hepatitis;  preven¬ 
tion  and  control  of  L’.  temUa,  cause  of  mal 
eoccidiosis. 

Control  of  infectious  synovitis. 

Do. 

Control  of  fowl  cliolcra  during  pi'i'iods  of  out¬ 
breaks. 


As  an  aid  in  tlie  prevention  of  coccidio.sis  caused 
by  Emnia  UiitUa,  E.  nicatrix,  E.  acervuliim, 
E.  maxima,  E.  brunetti  and  E.  mivati.  Fo^ 
control  of  compUcated  chronic  resjilratory 
disease  (air-sac  infections),  infectious  synovitis, 
and  treatment  of  blue  comb  (non  specific 
infectious  enteritis). 


•  *••••• 

11.  In  §  121.252(d)  by  revising  tables  1  and  2  to  read  as  follows: 

§  121.252  Bacilrafin  inotliylfnc  tlisalifylale. 
*»*•••» 
(d)  *  *  * 


T.xble  l.—Hacilraeiii  mdhykne  dhalictilalf  in  cmnpltU  chickin  and  turkey  feed 


Principal  Grams  per  Combined  with—  Grams  |>er  Limitations  indications  for  use 

Ingr^ient  ton  Ion 


1.1  Itai-itracin.. 

2.1  Bacitracin.. 

3.1  Bacitracin. 

4.1  B.acitracin.. 

6.1  Biwitracin.. 

6.1  Bacitracin.. 
T.l  Bacitracin.. 

8.1  Bacitracin.. 
9.  Bacitr:icin... 


10-60 

50-100 

80-100 

100 

100 

100 

100-200 

100-200 

10 


. .  For  cliickens:  60  gm  per  ton  first  4  to  6  weeks  of  Maintaining  or  increa.sing  egg  production. 

egg  production:  10-80  gm  per  ton  for  remainder 
of  egg-laying  (icriod;  as  bacitracin  metliylene 
di.salii’/late. 

. . .  For  cliickens;  as  bacitracin  methylene  disalicy-  Prevention  of  chronic  respiratory  disease  (airsac 

late.  inh'ction);  blue  comb  (noiisiiecific  Infectious 

enteritis). 

. .  .  For  turkeys;  as  bacitracin  methylene  disalicylate.  Prevention  of  infectious  sinu.sitis,  blue  comb 

(mud  (ever). 

.  For  chickens;  as  bacitracin  methylene  disalicy-  Maintaining  or  increasing  hatchability  of  egg.s. 

late. 

. do. .  During  times  of  stress,  prevention  of  disea.ses 

named  in  tins  ser  tion  caused  by  organisms 
susccptilile  to  bacitJ^in. 

.  For  tliicks;  in  starter  ration;  as  bacitracin  meth-  Prevention  of  early  mortality  of  (hicks  due  to 

yiene  disalicylate.  organisms  .susceptible  to  the  bacitracin  meth¬ 

ylene  disalicylate  salt. 

. . .  For  chickens;  as  bacitracin  methylene  disalicy-  Treatment  of  chronic  re.spliatory  disease  (air.sac 

late.  infection);  blue  comb  (nons|x>cific  infectious 

enteritis). 

.  For  turkeys;  as  bacitracin  methylene  disaUcylate,  Treatment  of  infectious  sinusitis,  blue,  comb 

.  (mud  fever). 

Carbarsone  (not  227-340.8  As  pre.scrilied  in  5  121.310(b),  item  3 . . §  121.310(b),  item  3. 

V.8.P.) 


T\bi.e  2.~Iiaeilracin  methylene  ditalicylate  in  complete  twine  feed 


Principal 

ingredient 

Grams  per 
ton 

Combined  with— 

Grams  per 
ton 

Lbnitations 

Indications  for  use 

1.1 

2.1 

Bacitracin . 

Bacitracin . 

80-100  . 

100  . 

For  swine;  as  bacitracin  methylene  disalicylate.. 
. do . 

Aid  in  the  prevention  of  batderlal  swine  enteritis. 
Treatment  of  bacteria  swine  enteritis. 

•  •••••• 

12.  In  §  121.253(c)  by  revising  the  table  to  read  as  follows: 

§  121.253  Arsanilir  arid. 

•  •••••• 

(c)  *  *  *  ■ 
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Artantlic  acid  in  cainplete  chicken  and  turkey  feid 


Principal 

ingredient 

1.1  ArsauiUc  acid. 

1.2  Arsaniiic  acid . 

1.3  Arsanilic  acid . 


1.4  Arsaniiic  acid . 


1.5  Arsanilic  acid.^^.. 

1.6  Arsanilic  acid..... 


1.7  Arsaniiic  acid. 

1.8  Arsanilic  acid. 

2.1  Arsanilic  acid . 

2.2  Arsanilic  acid. 

2.3  Arsanilic  acid 


Grams  per 
ton 


Combined  with— 


Grams  per 
ton 


Lmitations 


(0.01%) . . . 

90(0.01%)  Amprolium _ _ _  113.5-227 

(0. 0125%- 
0.026%) 

90  Amprolium .  113:5-227 

(0.01%)  +  (0.C125%- 

0.025%) 

Etbopabate . .  3. 6 

(0. 0004%,) 

■  90  Amprolium .  36.3-113.5 

(0.01%)  (0.004%- 

0.0125%) 


For  chickens:  withdraw  5  days  before  slaughter; 
as  sole  source  of  organic  arsenic. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  coccldlosls  is  not  desired; 
withdraw  5  days  before  slaughter;  as  sole 
source  or  organic  arsenic. 

For  broiler  chickens;  withdraw  5  days  before 
slaughter. 


For  replacement  chickens;  withdraw  5  days 
before  slaughter;  as  sole  source  of  organic 
arsenic;  as  follows: 


Indications  for  use 


Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation;  prevention  of  coccidiosis. 


Do. 


Growth  promotion  and  feed  efficiency:  improv¬ 
ing  pi^entation;  development  of  active  im¬ 
munity  to  coccidiosis. 


90  Zoalene. 

(0.01%) 


(0.01%)' 


Growing  conditions 

Amount  of  amprolium  in  feed  for  birds, 
by  age  groups 

Up  to  5 
weeks  of 
age 

From  5  to 

8  weeks  of 
age 

Over  8 
weeks  of 
age 

Severe  exposure  to  coccidiosis . . . 

Grams  per 
ton 

.  113. 5 

(0.0125%c) 

. . .  72.6-113.5 

Grams  per 
ton 

72.6-113.5 
(0.008%- 
0.012.5%) 
54. 5-113.5 

Grams  per 
ton 

36. 3-1 13.  50 
(0. 004% 
0.0125%) 
36.3-113.5 

Slight  exposure  to  coccidiosks . . . 

(0.008^;- 
0. 0125%) 

.  36.3-113.5 

(0.004%- 
0. 0125%) 

(0. 006%  - 
0.0125%,) 
36.3-113.5 
(0. 004%,- 
0.0125%) 

(0. 004' P- 
0.0125‘% 
36.3-113.5 
(0004%- 
0.0125% 

113. 5  For  broiler  chickens,  withdraw  5  days  before 
(0. 0125%)  slaughter:  as  sole  source  of  organic  arsenic. 

36.3-113.5  For  replacement  chickens;  in  complete  feed  only; 
(0.004%-  grower  ration  not  to  he  fed  to  l)irds  over  14 
0. 0126%)  weeks  of  ago;  witlidraw  5  days  Itefore  slaughter; 

as  sole  source  of  organic  arsenic;  as  follows: 

Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation;  prevention  and  control'  of 
coccidiosis. 

Development  of  active  immunity  to  coccidiosis; 
growtli  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

' 

Growing  conditions 

Starter 

ration 

Grower 

ration 

Severe  exposure . . . . . 

Light  to  moderate  ex|)osure . . . 

Grams  per 
ton 

113.5 
(0. 0125%) 

7.5.4-113.5 
(0. 0083%,- 
0.  0125%) 

Grams  per 
ton 

7.5.4-113.5 
(0. 0083' ;  - 
0.012.5%) 
36.3-7.5.4 
(0.00t%- 
0.008.5-'^ 

90  Amprolium .  72.6-113.5  For  broiler  chickens;  withdraw  5  days  before 

(0. 01%)  (0. 008%-  slaughter;  as  sole  source  of  organic  arsenic. 

0. 0125%) 

90  Buquinolate .  75  For  broiler  chickens:  withdraw  5  days  before 

(0. 01%)  (0. 0082.5%)  slaughter;  do  not  feed  to  laying  hens;  as  sole 

source  of  organic  arsenic. 

90  . .  For  turkeys;  withdraw  5  days  before  slauglitcr; 

(0. 01%)  as  sole  source  of  organic  arsenic. 

90  Amprolium _ ■ .  113.5-227  do . . . 

(0.01%)  (0.0125%- 

0.025%) 

90  Zoalene .  113.5-170.3  For  turkeys  grown  for  meat  puri>oses  only:  with- 

(0. 01%)  (0. 012.5%-  draw  5  days  before  slaughter;  as  sole  source  of 

0. 01875%)  organic  arsenic. 


Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation:  prevention  of  coccidiosis 
caused  by  K.  teneUa  only. 

As  an  aid  in  the  prevention  of  coccidiosis  caused 
by  E.  tenella,  K.  maxima,  K.  necatrix  and 
teerculina:  growth  promotion  and  feed  elli- 
ciency;  improving  pigmentation. 

Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation. 

Growth  promotion  and  teed  efficiency;  improv¬ 
ing  pigmentation;  prevention  of  coccidiosis. 

Growth  promotion  and  feed  efficiency:  Improv¬ 
ing  pigmentation;  prevention  and  control  of 
coccidiosis. 


13.  In  §  121.256(d)  by  revising  tables  1  and  2  to  read  as  follows: 

§  121.256  Penicillin. 

«««**♦* 

(d)  •  *  *  • 


Principal  ,  Grams  per  Combined  with— 

ingT«dient  ton 

1.1  Penicillin .  56-108 . 

2.1  Penicillin . .1.  50-108  . ;; 

3.1  Penicillin-f-  90-180  . . 

streptomycin. 

4.1  Penleillin-i-  90-180  . 

streptomycin. 

5.1  Penicillin .  100 . 


Table  1.— Penicillin  in  compitte  chicken  and  turkey  feeds 

Grams  per  Limitations 

ton 


Indications  for  use 


For  chickens;  as  procaine  penicillin. 


For  turkeys:  as  procaine  penicillin . 

For  chickens;  90-180  gm.  of  combination,  con¬ 
taining  18.7  percent  of  penicillin;  as  procaine 
panloilUn-fstreptomycin  sulfate. 

For  turkeys:  90-180  gm.  of  combination  con¬ 
taining  16.7  percent  of  penicillin;  as  procaine 
penicillin-l-streptoniycin  sulfate. 

For  turkeys:  as  procaine  penicillin . 


Prevention  of  chronic  respiratory  dLsease  (air-sac 
infection);  blue  comb  (nonspecific  infectious 
enteritis). 

Prevention  of  infectious  sinusitis,  blue  comb 
(mud  fever). 

Treatment  of  chronic  respiratory  desease  (air-sac 
infection),  blue  comb  (nonspecific  infectious 
enteritis). 

Treatment  of  infectious  sinusitis,  blue  comb 
(mud  fever),  hexamitlasis. 


Treatment  of  infection-sinusitis,  blue  comb  (mud 
fever). 
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Tabuj  i.—Pencillin  in  complete  tu'ine  feed 


I’riiicipal  ^  Grams  per  Combined  with—  Grams  per  Limitations  Indications  for  use 

inpredient  '  ton  ton 


1.  lVnt.'illin+  45-90 

streploiiiycln. 


For  swine;  45-90  pn.  of  combination,  containing  Aid  in  the  prevention  of  bacterial  swine  enteritis- 
16.7  percent  of  penicillin;  as  procaine  penicti- 
lln-|-streptomycfn  sulfate. 


2.  IViiicillin4- 

strcptoiuycln. 

3.  I’enicillin+ 

M  icplomycln. 


90 .  For  swine;  90  gm.  of  combination,  containing  Treatment  of  bactertal  swine  enteritis. 

16.7  percent  of  penicillin;  as  procaine  penicil- 
lin-fstreptoinycin  sulfate. 

90-270  . -  For  swine;  90-270  gni.  of  combination  contain-  Do. 

ing  16.7  percent  of  penicillin;  feed  not  more 
than  14  days;  as  procaine  pciiiclllin-|-slrepto-  ' 


inycin  sulfate. 


******* 

14.  In  §  121.262(c)  by  revising  the  table  to  read  as  follows: 

§  121.262  3-lNilro-4-iiydroxyplu‘n>'larsonir  acid. 

*  •  *  *•■  *  *  * 
(C)  *  •  • 


S-nitro-l-hijdroiiifthfvylarninic  odd  in  eomjUftf  chicken  and  turkey  feed 


Principal  Grams  per  Combined  with—  Ciranis  t>cr  Limitations  Indications  for  use 

ingredient  ton  Ion 


1.1  3-N'itro4-hydroxy- 

phonylarsonic 

acid. 

1.2  3-Nitro-4-hydroxy- 

phenylar  sonic 
acid. 

1.3  3-Xitro-4-hydroKy- 

phenylarsonic 

acid. 


1.13-Nil  ro4-h  ydroxy- 
phenylarsonic 
acid. 

1.5  3-Nitro-4-hydroxy- 

phenylarsonic 

acid. 

1.6  N'ilro-4-hydroxy- 

phenylarsonic 

acid. 


1.7  3-Nilro-4-hydroxy- 
phcn  j  larsonic 
acid. 


22.7-4,5.4 . . . 

(0. 0025%- 
0.005%) 


22.7- 45.4  Zoalene . .  113.5 

(0. 0025%-  (0. 0125‘'i) 

0. 005%) 

22.7- 4.5.4 . do .  36.3  113.5 

(0. 0025%-  (0. 

0.005%)  0.012.5%) 


For  chickens;  withdraw  5  days  before  slaughter; 
as  sole  .Houree  of  organic  arsenic. 


For  broiler  cliickeiis;  withdraw  5  tlays  before 
slaugbler;  as  sole  source  of  organic  arsenic. 

For  replaeement  chickens;  in  complete  feed  only; 
grower  ration  not  to  be  fed  to  birds  over  14 
weeks  of  age;  wit  hdraw  5  days  Itefore  slaughter; 
as  sole  source  of  organic  arsenic;  as  follows; 


Growth  promotion  and  feed  cfliciency; improving 
pigmental  ion. 


Prevention  and  eonirol  of  ooceidiosls;  growth 
promotion  and  feed  efTiciency;  improving 
pigmentation. 

Development  of  active  immiiiiMy  to  coeeidiosis; 

frowth  promotion  and  feed  efltcieney;  imiirov- 
iig  pigmentation. 


Growing  Conditions 


Starter  ration  Grower  ration 


(trnm$  per  ton 

. . .  113.  r» 

(iramn  per  ton 

75.  4-113.  5 

(0. 01259,,) 

.  75.4-113.5 

(0.0083%:- 
0.  0125*%) 
36. 3-75.  4 

(0.0083*’;,- 
0. 0125<’„) 

(0.  004®;,- 
0. 0085%) 

22.7- 4.5.4  Alkoinide .  227 

(0.002.5%-  (0.02.5%) 

0. 005%) 

22.7- 45.4  AmproHnni  113..5-L’2T 

(0. 0025%-  (0.  Ol^’;.- 

0.005%)  0.02.5%) 

22.7- 45.4  Amprolium .  113.  .5  227 

(0.0025%-  -i-  (0.0125%- 

0.005%)  0.025%) 

Ethopabute .  16 

(0. 0004'';.) 

22. 7- 4.5. 4  Amprulitin) .  36. 3-113. 5 

(0. 0025%-  (0. 004%- 

0.005%)  0.012.5%) 


For  broiler  ehickeits  only;  withdraw  5  days  lie- 
fore  slaughter;  as  sole  source  of  organic  arsenic. 

I  or  broiler  cliickons;  for  replacement  wlicre  immu- 
nity  to  coccidiosis  is  not  desired;  withdraw  5 
days  before  slaught  er;  as  sole  source  of  organic 
arsenic. 

For  broiler  chickens;  for  replacement  chickens 
where  immunity  to  coccidiosis  is  not  dcsirctl; 
willidraw  5  days  before  slaughter;  as  sole  source 
of  organic  arsenic;  not  for  laying  hens. 

For  replacement  ebickens;  withdraw  5  days  be¬ 
fore  slaugliter;  as  sole  source  of  organic  arsenic; 
a.s  follow.s: 


Aid  in  the  prevention  of  coccidiosis  caused  by 
K.  tenella  and  K.  necatrix;  growtli  promotion 
and  feed  eflicicney;  im|>roving  pigmentation. 
Prevention  of  coccidiosis;  growth  proiiiolioii  and 
feed  efllcieney;  improving  |)igmenlalion. 


Do. 


Growtl)  promotion  and  feed  ellieiency; improving 
pigmentation;  deveioimienl  ufuctiveiiuiniintly 
to  coecidiasis. 


Growing  conditions 


Severe  ex|>osiire  to  coccidiosis. 


MtKleral)'  exjtosiire  to  coccidiosis. 


Sliglil  e\)Kisiire  to  coccidiosis. 


Amount  of  amprolium  in  feed  for  birds 
by  age  groups 


I'p  to  5 
weeks  of  age 


Vrams  per 
ton 
113.  5 
(0. 012.5%) 

72.6-113.5 
(0. 008%- 
0. 0125%) 
30.3-113.5 
(0. 0(M%- 
0. 0125Vi) 


Gver  8 
weeks  of 
age 

drams  ptr 
ton 

36.3  113.5 
(0.  OOP,. 
0.0125%) 
36.3^113.5 
(0. 004"^- 
0.  ()125Ci) 
36.  3  113.5 
(0.  out'  0- 
0. 0125%) 


From  5  to  8 
weeks  of 
age 


drams  per 
ton 

72.6-113.5 
(0.  008'  „- 
0. 0125%) 
54. 5-113.5 
(0. 006%- 
0.0125<;c) 
36.3-113.5 
(0. 0(H%- 
0.0125%) 


1.8  3-Nit  ro-4-l)ydrox- 

yptien>  larsonic 
acid. 

1.9  3-Nil  ro4-hydrox- 

yphenylarsonlc 

acid. 


1.10  3-Nitro4-hydrox- 
yphenyl- 
arsonic  acid. 


22.7-45.4 

(0.0025%- 

0.00S7o) 

Buquinolate . 

75 

(0.00825*%) 

4.5.4 

(0.005%) 

Clopldol . 

113.5 

(0.0125%) 

45.4 

. do . 

11.^  .*1 

(0.005%) 

(0.0125%) 

For  broiler  chickens;  withdraw  5  days  before 
slaughter;  do  not  feed  to  laying  chickens;  as  sole 
source  of  organic  arseuic. 

For  Ijrollcr  chickens;  do  not  feed  to  chickens  over 
16  weeks  of  age;  withdraw  6  days  before 
slaugliter;  as  sole  source  of  organic  arsenic. 


For  replacement  chickens  intended  for  ase  as 
caged  layers;  do  not  feed  to  chickens  over  16 
weeks  of  age;  withdraw  5  days  before  slaughter; 
as  sole  source  of  organic  arsenic. 


As  an  aid  in  the  prevention  ot  coecidiasis  caust'd 
by  K.  lenella,  K.  maxima,  K.  necatrix,  and 
E.  acermUina:  growth  promotion  and  feed 
eflicioncy;  improving  pigmentation. 

Growth  promotion  and  feed  oBiclcncy;  Improving 
pigmentation;  aid  in  the  prevention  of  cocci¬ 
diosis  caused  by  K.  tcnclla,  K.  necatrix,  K. 
aeervulina,  E.  maxima,  E.  bruruUi,  and  E. 
mivati. 

Aid  In  the  prevention  of  ooccldlosis  caused  by 
E.  teruUa,  E.  necatrix,  K.  aecrmilina,  E.  maxima, 
E.  brunetti,  and  E.  mivati;  growth  promotion 
and  feed  efTiciency  ;  improving  pigmentation. 
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rrliicipal  Grams  per  Combined  with—  Grams  per  '  Limitations  Indications  for  use 

ingredient  ton  ton 


1.11  3-Nitro-4-hydrox- 
yplienyl- 
arsonlc  acid. 


1.12  3-Nltro4-hydrox- 
jrphenyl- 
arsonlc  acid. 


1.13  3-Nltro-4-hydrox- 
yphenyl- 
arsonic  acid. 


1.14  3-Ni(ro-4-hydrox- 
yphenyl- 
arsonic  acid. 


1.15  3-Nitro-4-hydrox- 
yplienyl- 
arsonic  acid. 


1.16  3-Nitro-4-hydrox- 
yphenyl- 
arsonlc  acid. 


1.17  3-nitro-4- 

hydroxy- 
plienyl- 
ursonic  acM. 

1.18  3-NitT0-4- 

hydroxy- 

phenylarsonic 

acid. 

1.19  3-Nitro-4- 

hydroxy-  • 

phenylarsonic 

acid. 


1.20  3-Nitro-4- 
hydroxy- 
phcnylarsonic 
acid. 


2.1  3-Nltro-4-l)y- 
droxyphenyi- 
arsonic  acid. 

2.2  3-N1UO-4- 

hydroxy- 

pnenylarsonic 

acid. 

3.1  3-Nitro.4- 

hydroxy-pbcnyl 
arsonic  acid. 


45. 4  Decoquinate .  i 
(0.005%) 


4.14  Monensin. 
(0.005%) 


22. 7  Sulfadimetlioxlne+ 
(0. 002.5%)  ormetoprim 


27.2  For  broiler  chickens;  do  not  feed  to  laying 
(0. 003%)  chickens;  withdraw  5  days  before  slaughter;  as 
sole  source  of  organic  arsenic. 


As  an  aid  In  the  prevention  of  coccidiosis  camsed 
by  £.  tenetta,  E.  neeatrix,  E.  mivati,  E.  acer- 
vuMna,  E.  maxima,  and  E.  bTunetti:  growth 
promotion  and  feed  efficiency;  improving 
pigmentation. 

Growth  promotion  and  feed  efficiency;  improving 
pigmentation;  as  an  aid  in  the  prevention  of 
coccidiosis  caused  by  E.  neeatrii,  K.  tendla, 
E.  aeervulina,  E.  brunetti,  E.  mk-ali,  and  E. 
maxima. 

For  broiler  cliickens  only;  withdraw  5  days  As  lui  aid  in  the  prevention  of  coccidlosi  scaust'd 
before  slaughter;  as  sole  source  of  organic  by  ail  £imeria  species  known  to  be  pathogenic 


110  (as  For  broiler  chickens;  do  not  feed  to  laying 
moncmslc  chickens;  withdraw  5  days  before  slaughter;  as 
acid  sole  source  of  organic  arsenic, 
activity). 

113.5 
(0.0126%) 

68. 1  arsenic. 

(0.0075%) 


45.4 

Amprolium . 

113. 5 

(0.005%) 

+ 

(0.0125%,) 

Ethopabate . 

3.6 

+ 

(0.0004%) 

Llncomycin . . 

2-4 

4.5.4 

Nequinate . 

18. 16 

(0.005%c) 

(0.002%) 

4.5.4 

Monensin  sodium . 

110  (as 

(0.005%) 

monensic 

acid 

22. 7-34. 0  Buqui nolate . 
(0.0025%- 
0.00376%) 


45.4  Amprolium.. 
(0.005%)  + 

Etbopabate. 


For  floor-raised  broiler  chickens;  not  for  laying 
chickens;  as  lincoinycin  hydrochloride  mono- 
hydrate;  withdraw  5  days  before  slaughter; 
as  sole  source  of  amprolium  and  organic 
arsenic. 

For  broiler  or  fryer  chickens  only;  feed  con- 
tinuonsly  as  sole  ration  throughout  the  start¬ 
ing  period;  withdraw  5  days  before  slaughter; 
as  sole  source  of  organic  arsenic. 

110  (as  For  broiler  chickens;  do  not  feed  to  laying 
chickens;  feed  continuously  as  the  sole  ration; 
withdraw  5  days  before  slaughter;  as  sole 
activity).  source  of  organic  arsenic. 

75-100  For  broiler  or  fryer  ehlekens  ;  feed  continuously 


(0.00825%-  as  the  sole  ration;  withdraw  Idays  before 
0.011%)  slaughter;  as  sole  source  of  organic  arsenic; 

from  buquinolate  provided  by  sponsor  No. 

067,  see  §  135..501(c)  of  this  chapter. 

§  121.210(c),  Table  1,  subitem  b.  under  item  7.1..  5  121.210(C),  Table  1,  subitem  b.  under  item  7.1. 


to  chickens,  namely,  E.tenfUa,  E.metatt.ix,  E. 
acemUina,  E.  brunetti,  E.  mitati,  and  E.  maf- 
ima,  and  bacterial  infections  due  to  II. 
gaUitiarum  (infectious  eoryxa),  E.  eoli  (coli- 
bacillosis);  and  P.  muUocida  (fowl  cholera), 
growth  promotion  and  feed  efliciency;  im¬ 
proving  pigmentation. 

For  increase  in  rate  of  weight  gain;  improved 
feed  efficiency  and  pigmentation;  as  an  aid  in 
the  prevention  of  coccidiosis  in  floor-raised 
broiler  chickens. 

An  aid  in  the  prevention  of  coccidiosis  caused 
by  E.  teiuUa,  E.  necatrix,  E.  acirculina, 
maxima,  E.  brunetti,  and  E.  mitati  in  broiler 
cliickens;  growth  promotion  and  feed  efficiency; 
for  improving  pigmentation. 

Growth  promotion  and  feed  efficiency ;  Improving 
pigmentation;  as  an  aid  in  the  prevention  of 
co^diosis  caused  by  E.  necatrix,  E.  tendla, 
E.  aeervulina,  E.  brunetti,  E.  mivati,  and  E. 
maxima. 

An  aid  in  the  prevention  of  coccidiosis  caused  by, 
E.  tenetta,  E.  matima,  E.  necatrix,  E.  brunetti 
and  E.  aeervulina;  growth  promotion  and  fe«<l 
efficiency;  improving  pigmentation. 


(0. 00375%) 


34  Amprolium. 


+ 

Ethopabate. 


(0. 0037.5%) 


Bacitracin  methylene 
di  salicylate. 

34  Amprolium. —s- 

+ 


Ethopa^te. 


113.5 
(0.0126%) 
36.3 
(0.004%) 
113. 5 
(0.0125%) 

36.3 

(0.004%) 


113. 5 
(0.0125%) 


36.3 

(0.004%) 


1 121.210;c),  table  1,  item  9.1 . .  §  121.210(c),  table  1,  under  item  9.1. 


1 121.210(c),  table  1,  item  10.1 .  1 121.210(c),  table  1,  under  item  10.1. 


Bacitracin  methylene 
di  salicylate. 

22.7- 45.4  . - . -. . 

(a  0025%- 

0.006%) 

22.7- 46.4 
(0.0026%- 

0.005%) 


. For  turkeys;  withdraw  5  days  bi-fore  slaughter; 

as  sole  source  of  organic  arsenic. 


Zoalene _ 113.5-170.3 

(0. 0126%- 


Orowth  promotion  and  feed  efficiency;  improv¬ 
ing  pigemcnUitiou. 

Growth  promotion  and  feed  efficiency;  improv¬ 
ing  pigmentation;  prevention  and  control  of 
coccidiosis. 


11-45 

(0.0012%- 
0. 005%,) 


Docoqimiate. 

Bacitracin... 


F or  turkeys  grown  for  meat  purposes  only;  with¬ 
draw  5  days  before  slaughter;  as  sole  source  of 
0. 018%)  organic  arsenic. 

27. 2  For  broiler  chickens;  do  not  feed  to  laying  As  an  aid  in  the  prevention  of  coccidiosis  caused 

(0.003%)  - . .  .  „  .  _  „  .... 

12-50 


by  E.  tenetta,  E.  necatrix,  E.  aeurvulina,  E. 
mivati,  E.  maxima,  and  E.  brunettU  and  for 
increased  rate  of  weight  gain  and  improved 
feed  efficiency. 


chickens;  withdraw  5  days  before  slaughter; 
as  sole  source  of  organic  arsenic;  as  zinc  baci¬ 
tracin  as  provided  by  code  No.  009,$  135.601(c) 
of  this  chapter;  as  decoquinate  as  provided  by 
code  No.  091, 1 135.501(c)  of  this  chapter,  as  3- 
nitro4-hydroxyphonyl-arsonio  acid  as  pro¬ 
vided  by  code  No.  001,  §  135.501(c)  of  tliis 
chapter. 

§§  121.263, 121.264  [Revoked] 

15.  By  revoking  S§  121.263  3,5‘Dinitrobenzamide  and  121.264  Sulfanitran  (acetyl-(p-nitrophenyl) -sulfanilamide)  and  re¬ 
serving  them  for  future  use. 

16.  In  §  121.292(d)  by  revising  the  table  to  read  as  follows; 

§  121.929  Erythroniyein  ihitrcyanale. 


(d) 


Frinclpal  Grams  per  Combined  with— 

ingredient  ton 


1.1  Erythi^omycln _ ; 

.  92. 6  . 

2.1  Erytliromycin . 

92.5 

3.1  Erythromycin . 

92.5 

4.1  Erythromycin . 

1.85 

5.1  Erythromycin . 

185 

6.1  Erythromysin . 

10-70 

7.1  Erythromycin....! 

135 

Erythromycin  in  animal  feed 


Grams  per  Limitations 

ton 


For  chickens;  feed  for  2  days  before  stress  and 
3  to  6  days  after  stress;  withdraw  24  hours  be¬ 
fore  slaughter. 

For  chickens;  feed  for  7  to  14  days;  withdraw  24 
hours  before  slaughter. 

For  turkeys;  feed  for  2  days  before  stress  and  3  to 
6  days  ^ter  stress. 

For  cliickens;  feed  for  6  to  8  days;  do  not  use  in 
birds  producing  eggs  for  food  purposes;  with¬ 
draw  48  hours  before  slaughter. 

For  turkeys;  feed  for  6  to  8  days;  do  not  use  in 
birds  producing  eggs  for  food  purposes. 

For  swine;  feed  from  10  to  70  grams  per  ton  to 
starter  pigs  up  to  35  pounds  of  body  weight  and 
10  grams  per  ton  to  grower-ilnislilng  pigs. 

For  laying  chickens . 


Indications  for  use 


As  an  aid  in  the  prevention  of  chronic  respiratory 
disease  during  periods  of  stress. 

As  an  aid  in  the  prevention  of  infectious  coryza. 

As  an  aid  in  the  prevention  of  chronic  respiratory 
disease  during  periods  of  stress. 

As  an  aid  in  the  prevention  and  reduction  of 
lesions  and  in  lowering  severity  of  chronic 
re^iratory  disease. 

For  increase  in  rate  of  weight  gain  and  improved 
feed  efficiency  in  starter  and  grower-finishing 
pigs. 

As  an  aid  in  increasing  egg  production. 
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17.  In  S  121.310(b)  by  revising  the  table  to  read  as 
§  121310  Carbarsone  not  U.S.P.). 

•  •••••• 

(b)  •  •  • 

Carbartone  in  complete  turkey  feed 

I’rlnclpal  li^radleiit  Qrama  p«r  Combined  vith—  Grams  per  Limitations  Indications  for  ose 

ton  ton 


1.  Carbarsone.  227-44a  S  . . . For  turkeys:  feed  continuously  beginning  2  weeks  For  use  as  an  aid  in  the  prevention  of  blackhead. 

(a  (05%-  before  blackhead  Is  expected  and  continue  as 

0. 0875%)  long  as  prevention  is  needed;  withdraw  5  days 

before  slaughter;  as  sole  source  of  organic 
arsenic. 

2.  Carbarsone . .  227-340.5  Zoalene .  113.5-170.3  For  turkeys  grown  for  meat  purposes  only;  feed  Prevention  and  control  of  coccldlosls;  aid  In  the 

(0. 025%-  (0. 0125%-  continuously  b^lnning  2  weeks  before  black-  prevention  of  blackhead. 

0. 0375%)  0. 01S75%)  head  and  coccldlosls  are  expected  and  continue 

as  long  as  prevention  of  blaokliead  and  pre¬ 
vention  and  control  of  eooetdiosis  are  needed: 
wittidraw  5  days  before  slaughter;  os  sole  source 
of  organic  arsenic.  ..... 


PART  135e— NEW  ANIMAL  DRUGS  FOR 
USE  IN  ANIMAL  FEEDS 

§§  133e3,  133e.l0,  13Se.31,  135e.34, 
135e.46,  135e.51  [Amended] 

18.  In  §  135e.2  Reserpine  by  revoking 
subitems  a,  b,  and  c  following  item  2  in 
the  table  in  paragraph  (g) . 

19.  In  §  135e.l0  Tylosin  by  revoking 
item  2  in  the  table  in  paragraph  (f ) . 

20.  In  S  135e.31  Aklomide  by  revoking 
items  2  and  3  and  subitems  a  through  d 
following  item  4  in  the  table  in  paragraph 
(g). 

21.  In  §  135e.34  Buquinolate  by  revok¬ 
ing  subitems  a  through  d  following  item  5 
in  the  table  in  paragraph  (f ) . 

22.  In  §  135e.46  Clopidol  by  revoking 
subitems  a  and  c  following  item  6  in  the 
table  in  paragraph  (e) . 

23.  In  §  135e.51  Decoquinate  by  re¬ 
voking  subitems  a  and  b  following  item  2 
in  the  table  in  paragraph  (g) . 

§  135e.l000  [Reserved] 

24.  By  revoking  §  135e.l000  Combina¬ 
tion  antibiotic  drugs  in  animal  feeds  no 
longer  sanctioned  and  reserving  it  for 
future  use. 


PART  135g— TOLERANCES  FOR  RESI¬ 
DUES  OF  NEW  ANIMAL  DRUGS  IN  FOOD 

§  ISSg.A  [.Amended] 

25.  In  §  135g.4  Bacitracin  by  deleting 
from  the  text  the  words  “manganese 
bacitracin.” 

§  133g.43  [Rc.scrvcd] 

26.  By  revoking  §  135g.45  3,5-Dini- 

trobenzamide  and  reserving  it  for  future 
use. 

§  133g.59  [Reserved] 

27.  By  revoking  1 135g.59  Sulfanitran 
and  reserving  it  for  future  use. 

PART  144 — EXEMPTIONS  FROM  CERTIFI¬ 
CATION  REQUIREMENTS  FOR  ANTI- 
BIOTiC  DRUGS  FOR  VETERINARY  USE 

28.  By  revising  §  144.26  to  read  as  fol¬ 
lows: 

§  144.26  Animal  feeds  bearing  or  con¬ 
taining  new  animal  drugs  sulijeet  to 
the  provisions  of  section  512(n)  of 

the  act. 

Animal  feeds  that  bear  or  contain 
penicillin,  streptomycin  in  combination 


with  penicillin,  chlortetracycline,  baci¬ 
tracin,  feed  grade  bacitracin,  feed  grade 
zinc  bacitracin,  and  bacitracin  methyl¬ 
ene  disalicylate,  with  or  without  added 
suitable  nutritive  ingredients  are  ex¬ 
empt  from  the  certification  requirements 


of  section  512  (n)  of  the  act  provided 
they  are  the  subject  of  and  in  compliance 
with  regulations  for  their  use  in  Sub¬ 
part  C  of  Part  121  or  Part  135e  of  this 
chapter,  or  paragraph  (a)  of  this  section, 
(a)  The  drugs  are  used  as  follows: 


Product 

Species 

1.  Nicarbazin . 

Procaine  ireiiicillin... 

_ do . . 

2.  Nicarbazin . 

Bacitracin  methylene. 

rlisalicylate. 

3.  Nicarbazin . 

Bacitracin  methylene. 

_ do . 

disalicylate. 

3-Nitro-4-hy(lroxy-  , 

. do . 

phenylarsoiiic 

acid. 

4.  Nicarbazin . 

Procaine  penicillin... 

3-Nitro-l-hydroxy-  . 

phenylarsonic  acid. 

6.  Procaine  p(.»nicilUn.. 

Swine . . 

Streptomycin _ 

. do . 

Arsaiiilic  acid . 

. do . . 

Use  levels 


Indications  for  use 


0.01-0.02  percent . For  use  solely  In  the  prevention  of  outbreaks  of 

2.4-SO  g/ton  coccidfosis  in  poultry  (locks. 

0.01-0.02  percent .  Do. 

4-60  g/tou. 

0.01  -0.02  percent . For  u.se  as  an  aid  In  the  prevention  of  coccldlosls 

4-60  g/tou.  iu  iwultry  (locks. 

0.0025-0.005  percent. 


6.  ronlcillln _ Chickens  and 

turkeys. 

Blreploinycln . do _ 


0.01-0.02  percent _ 

2.4-50  g,/toti. 
0.0025-0.006  percent. 


1.6- 7.6  g/ton... 

7.6- 37.6  g/ton. 
45-00  g/ton. 
2.4-26  ^lon... 


16-76  g/ton. 


7.  Penicillin . do . 

Btreptomycin . do . 

8.  Furazolidone  and  Chickens  and 

turkeys. 

Bacitracin  methly-  _ do _ 

ene  disalicylate  or 

Procaine  penicillin . do . 


5-26  g/tor. _ 

16-75  g/ton. 
0.011  percent. 

4-60  g/tonv 

2.4-50  g/ton. 


9.  FurazoUdone  and 

Bacitracin  meth¬ 
ylene  disali¬ 
cylate  or 
Procaine  peni¬ 
cillin. 


Chickens  and 
Uirkeya 
^ _ 


0.011-0.022  percent, 
4-60  g/ton. 


..i-i.do _ v.r.r.:.'..  2.4-50  g/ton. 


Do. 


Increa.se  rate  of  gain  and  improve  feed  ofTi- 
ciency  in  growing  swine;  aid  iu  the  prevention 
of  bacterial  swine  enteritis. 

For  use  solely  as  a  treatment  for  corapHcatcd 
chronic  respiratory  disease  (air-sac  infection), 
infectious  sinusitis,  blue  comb  (nonspeciho 
infectious  enteritis,  mud  fever),  and  hexa- 
mitiasis  in  poultry;  as  an  aid  in  maintaining 
or  lncro.a.sing  egg  production  of  chickens, 
lialchablUty  of  eggs,  prevention  of  early 
mortality  of  chicks  when  due  to  organisms 
tliat  are  sensitive  to  streptomycin  and  peiii- 
ciilin;  and  for  improving  feed  efficiency  of 
chickens  or  turkeys. 

.  For  use  in  the  prevention  or  treatment  of 
bacterial  swine  enteritis. 

.  Growth  promotion  and  feed  efficiency.  For 
prevention  of  fowl  typlioid,  paral.yplioid,  and 
pullorum  in  chickens  and  turkeys  wlien  fed 
for  the  first  2  weeks  of  the  birds'  life.  For 
treatment  of  fowl  typhoid,  paralyplioid  and 
pullorum  in  chickens  and  turkeys  when  fed 
for  at  least  2  weeks,  except  when  paratypitnid 
is  due  to  8.  typhimuTium.  For  reduction  of 
condemnatfons  due  to  chronic  respiratory 
disease  air-sac  complex  associated  with 
vaccination  stress,  feed  continuously  begin- 
niiig  at  least  1  week  before  vaccination.  Fi>r 
prevention  of  infectious  hepatitis  when  fed 
continuously  during  the  danger  ireriod.  For 
control  ot  coccidiosis  in  chickens,  caused  try 
K.  tenella,  IC.  necalrix,  or  E.  acervulina  when 
(ed  (or  6  to  7  days  or  longer.  For  proveuUou 
of  blackhead  (histomoniasis,  enterohepa- 
tilis)  in  chickeus  and  turkeys  when  (cd 
continuously.  For  prevention  of  paracolon 
in  chickens  and  turecys  and  hexamitiasis  iu 
turkeys  when  fed  througliout  the  danger 
lieriod.  For  control  of  clironic  respiraloiy 
disease  (air-sac),  infectious  sinusitis,  synovit  is 
tarthritis  due  to  (illcralde  agent),  nonspecific 
enteritis  (bluecomb,  mud  (over)  and  quail 
disease  (ulcerative  enteritis)  when  fed  (nr 
6  to  10  days.  Note.— Severe  outbreaks  may 
require  twice  the  level  strccificd  (i.c.,  0.022 
jjercent). 

...  Growth  ijromotion  and  feed  efficiency.  Aid  in 
maintenance  of  feed  consumption  and  growth 
and  reduction  of  mortality  and  morbidity  duo 
to  stress;  for  the  control  of  the  following  non¬ 
specific  conditions:  clirouic  respiratory  dis¬ 
ease  (air-sac),  infectious  sinusiti.s,  synovitis 
(arthritis  due  to  a  iilterable  agent),  non¬ 
specific  enteritis  (bluecomb,  mud  fever)  and 
quafl  disease  (ulcerative  enteritis)  wlien  fed 
5  to  10  ^ys.  Follow  with  preventive  level  to 
prevent  recurrence. 
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Prodact  Bpeelcs  X7m  lards  Indications  for  use 


10.  Foraiolidone  and  Chickens  and  0.32pere«nt. 

torkejn. 

Bacitraeln  metb*  s;....do . 4-60g/ton; 

ylenedlsaUeylate 

or 

Procaine  penicillin . do . . .  2.4  60  g/ton. 


For  treatment  of  paratyphoid  due  to  S.  tvphi- 
murium  when  fed  for  2  weeks.  For  treatment 
of  blackhecMl  (bistomoniasis,  enterobepatitis) 
in  chickens  and  turkeys  when  fed  for  2  to  3 
weeks  (following  diagnosis).  For  treatment  of 
paracolon  in  chickens  and  turkeys  and 
noxamitiasis  in  turkeys  when  fed  (or  2  weeks 
or  longer  (following  di^nosis).  For  control  of 
chronic  respiratory  disease  (air-sac),  infec¬ 
tious  sinusitis,  synovitis  (arthritis  due  to 
filterable  agent),  mud  fever  and  quail  di.sease 
(ulcerative  enteritis)  when  fed  for  6  to  lU  days. 
For  treatment  of  infectious  hepatitis  in  chick¬ 
ens  when  fed  for  14  days  and  repeated  as 
necessary. 


the  approved  NADA  covering  the  drug 
premix  from  which  the  intermediate  pre- 
mix  is  manufactured.  It  is  conservatively 
estimated  that  there  are  over  10,000  in¬ 
termediate  premixes  produced  in  the 
United  Stated.  As  promulgated,  the  pro¬ 
visions  of  §  135.109  could  be  interpreted 
to  require  submissions  from  all  interme¬ 
diate  premix  manufacturers  regarding 
the  products  they  produce. 

The  Commissioner  has  concluded  that, 
to  avoid  unnecessary  duplication, 
§  135.109  should  be  amended  to  provide 
that  at  this  time  producers  of  intermedi- 


- ate  premixes  need  not  submit  an  NADA 

Interested  persons  may,  on  or  before  applications,  shall  have  submitted  for  and  data  required  under  this  section  for 
October  7.  1974,  file  with  the  Hearing  each  such  product  a  new  animal  drug  the  interim  marketing  of  any  intermedi- 
Clerk,  Food  and  Drug  Administration,  application  (NADA)  by  July  19, 1973,  or,  ate  premix  produced  solely  from  a  premix 
Rm.  4-65,  5600  Fishers  Lane,  Rockville,  in  the  case  of  nitrofuran  drugs,  by  De-  that  is  in  compliance  with  this  section, 
MD  20852,  written  comments  (preferably  cember  4,  1973,  if  marketing  is  to  con-  if  the  intermediate  prmix  contains  no 
in  qulntuplicate)  regarding  this  pro-  tinue  during  the  interim.  Persons  or  drug  ingredient  whose  use  in  or  on  ani- 
posal.  Comments  may  be  accompanied  firms  wishing  to  support  the  continued  mal  feed  requires  an  approved  applica- 
by  a  memorandum  or  brief  in  support  approval  of  such  antibiotic,  nitrofman,  tion  pursuant  to  section  512(m)  of  the 
thereof.  Received  comments  may  be  seen  and  sulfonamide  drugs  shall  submit,  act  and/or  where  a  specific  premix  has 
In  the  above  oflBce  during  working  hours,  under  the  provisions  of  section  512(1)  of  been  approved  by  regulation  in  21  CFR 
Monday  through  Friday.  the  act,  the  following:  Part  135e  as  of  the  date  specified  in 


Dated:  July  19, 1974. 

Sam  D.  Fine, 
Associate  Commissioner 
tor  Compliance. 

[PR  Doc.74-17221  Piled  8-5-74:8:45  am] 

[21  CFR  Part  135] 

ANTIBIOTIC,  NITROFURAN,  AND  SULFON¬ 
AMIDE  DRUGS  IN  THE  FEED  OF  ANIMALS 

Notice  of  Proposed  Rule  Making 

An  order  was  published  In  the  Fed¬ 
eral  Register  of  April  20,  1973  (38  FR 
9811) ,  and  amended  in  the  Federal  Reg¬ 
ister  of  September  5,  1973  (38  FR 
23942) ,  regarding  §  135.109  Antibiotic, 
nitrofuran,  and  sulfonamide  drugs  in  the 
feed  of  animals  (21  CFR  135.109).  The 
regulation  was  promulgated  and  amend¬ 
ed  following  publication  of  notices  of  pro¬ 
posed  rule  making  in  the  Federal  Reg¬ 
ister  of  February  1,  1972  (37  FR  2444) , 
and  AprU  20.  1973  (38  FR  9830) . 

The  regulation  provides  that  the  Com¬ 
missioner  of  Food  and  Drugs  will  pro¬ 
pose  to  revoke  currently  approved  sub- 
therapeutic  (increased  rate  of  gain,  dis¬ 
ease  prevention,  etc.)  uses  of  antibiotic, 
nitrofuran,  and  sulfonamide  drugs  in 
animal  feeds  by  no  later  than  2  years 
following  the  effective  dates  of  the  or¬ 
ders,  unless  data  are  submitted  which 
resolve  conclusively  Issues  which  have 
been  raised  concerning  the  safety  of 
such  products  to  man  and  animals  and 
their  effectiveness  under  specific  criteria 
established  by  the  Food  and  Drug  Ad¬ 
ministration  based  on  the  guidelines  in¬ 
cluded  in  the  report  of  the  FDA  Task 
Force  on  Antibiotics  in  Animal  Feeds.  Of 
particular  concern  are  those  usages 
which  provide  for  administration  of  anti¬ 
bacterial  drugs  over  an  extended  period 
of  time  (approximately  14  days  or 
longer) . 

Section  135.109  requires  that  all  per¬ 
sons  or  firms  previously  marketing  iden¬ 
tical,  related,  or  similar  products  not  the 


1.  By  July  19,  1973,  records  and  re¬ 
ports  of  completed,  ongoing,  or  planned 
studies,  including  protocols,  on  the  tet¬ 
racyclines,  streptomycin,  dihydrostrep¬ 
tomycin,  penicillin,  and  the  sulfona¬ 
mides,  and  for  all  other  antibiotic  drugs, 
by  October  17,  1973;  and  for  nitrofuran 
drugs  by  March  4, 1974. 

2.  By  April  20,  1974,  data  from  com¬ 
pleted  studies  on  the  tetracyclines,  strep¬ 
tomycin,  dihydrostreptomycin,  penicil¬ 
lin  and  the  sulfonamides  assessing  the 
effect  of  the  subtherapeutic  use  of  the 
drug  in  feed  on  the  salmonella  reservoir 
in  the  target  animal  as  compared  to  that 
in  nonmedicated  controls.  Failure  to 
complete  the  salmonella  studies  for  any 
of  these  drugs  by  that  time  will  be 
grounds  for  proceeding  to  withdraw  ap¬ 
proval. 

3.  By  April  20,  1975,  data  satisfying 
all  other  specified  criteria  for  safety  and 
effectiveness.  Including  the  effect  on  the 
salmonella  reservoir,  for  any  antibiotic 
or  sulfonamide  drugs  and  by  Septem¬ 
ber  5, 1975,  for  the  nitrofuran  drugs,  ap¬ 
proved  for  siibtherapeutlc  use  in  animal 
feeds.  Drug  efficacy  data  shall  be  sum- 
mitted  for  each  individual  or  combina¬ 
tion  antibacterial  drug  product  subject 
to  §  135.109  and  not  reviewed  by  the 
NAS /NRG  Veterinary  Drug  Efficacy 
Study  Group. 

4.  Progress  reports  on  studies  imder- 
way  every  January  1  and  July  1  until 
completicxi. 

In  response  to  §  135.109,  the  Commis¬ 
sioner  has  received  satisfactory  submis¬ 
sions  from  a  number  of  producers  of  drug 
premixes  as  well  as  from  several  produc¬ 
ers  of  intermediate  premixes.  Intermedi¬ 
ate  premixes  are  essentially  drug  pre¬ 
mixes  diluted  to  a  lesser  drug  concen¬ 
tration.  The  production  and  distribution 
in  Interstate  commerce  of  an  intermedi¬ 
ate  premix  which  contains  a  new  animal 
drug  require  an  approved  application 
pursuant  to  section  512(b)  of  the  act. 
These  applications  fulfill  the  safety  and 
efficacy  data  requirements  through  au- 


§  135.109(b)(1).  Upon  completion  of  the 
studies  required  by  this  section,  a  deter¬ 
mination  will  be  made  regarding  the  need 
for  applications  for  such  products  to  pro¬ 
vide  for  their  continued  use. 

The  Commissioner  has  also  concluded 
that  §  135.109  should  be  amended  to  list 
the  manufacturers  of  antibacterial  pre¬ 
mixes  who  have  satisfactorily  responded 
to  §  135.109  along  with  the  corresponding 
premixes  and  combination  drug  products 
whose  continued  interim  marketing  and 
use  will  be  permitted  on  the  basis  of  their 
compliance  with  this  section.  Revocation 
of  all  other  products  subject  to  this  sec¬ 
tion  is  proposed  elsewhere  in  this  issue 
of  the  Fi;DERAL  Register. 

The  claims  provided  below  are  on  the 
basis  of  current  use  and  may  be  subject 
to  change  based  upon  an  evaluation  of 
efficacy  data  b:  the  National  Academy  of 
Sciences /National  Research  Council, 
Drug  Efficacy  Study  Group  or  submitted 
in  response  to  §  135.109. 

Therefore,  pursuant  to  provisions  of 
the  Federal  F1>od,  Drug,  and  Cosmetic 
Act  (secs.  512,  701(a).  52  Stat.  1055,  82 
Stat.  343-351;  (21  U.S.C.  360b,  371(a))) 
and  xmder  the  authority  delegated  to  the 
Commissioner  (21  CFR  2.120) ,  it  is  pro¬ 
posed  that  §  135.109  be  amended  by  re¬ 
vising  paragraph  (a)  and  by  adding  a 
new  paragraph  (g)  to  read  as  follows: 

§  135.109  Antibiotic,  nitrofuran,  anil 
sulfonamide  drugs  in  the  feed  of 
animals. 

(a)  The  Commissioner  of  Food  and 
Drugs  will  propose  to  revoke  currently 
approved  subtherapeutic  (increased  rate 
of  gain,  disease  prevention,  etc.)  uses  in 
animal  feed  of  antibiotic  and  sulfona¬ 
mide  drugs  whether  granted  by  approval 
of  new  animal  drug  applications,  master 
files  and/or  antibiotic  or  food  additive 
regulations,  by  no  later  than  April  20, 
1975,  or  the  nitrofuran  drugs  by  no  later 
than  September  5,  1975,  unless  data  are 
submitted  which  resolve  conclusively  tiie 
Issues  concerning  their  safety  to  man  and 
animals  and  their  effectiveness  under 


subject  of  approved  new  animal  drug  thorized  reference  to  data  contained  in  specific  criteria  established  by  the  Food 
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and  Drug  Administration  based  on  the 
guidelines  Included  In  the  report  of  the 
FDA  task  force  on  the  use  of  antibioUcs 
in  animal  feeds.  AH  persons  or  firms 
previously  marketiixg  Identical,  related, 
or  similar  products  except  the  nitrof  uran 
drugs  not  the  subject  of  an  approved  new 
animal  drug  application  must  submit  a 
new  animal  drug  application  by  July  19, 
1973,  or  by  December  4, 1973,  in  the  case 
of  nitrofuran  drugs,  if  marketing  is  to 
continue  during  the  interim.  New  animal 
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drug  entitles  with  antibacterial  activity 
not  previously  marketed,  now  pending 
approval  or  submitted  for  approval  prior 
to,  on,  or  following  the  effective  date  of 
this  publication,  shall  satisfy  such  cri¬ 
teria  prior  to  approval. 

«  •  »  *  * 

(g)  The  submission  of  applications 
and  data  required  by  paragraphs  (a)  and 
(b)  of  this  section  is  not  required  for 
the  continued  manufacture  of  any  inter¬ 
mediate  premix  which  is  produced  solely 
from  a  premix  that  is  in  compliance  with 


the  requirements  of  this  section:  Pro¬ 
vided,  That  the  intermediate  premix  con¬ 
tains  no  drug  ingredient  whose  use  in  or 
on  animal  feed  requires  an  approved  ap¬ 
plication  pursuant  to  section  512(m)  of 
the  act  and/or  where  the  premix  is  ap¬ 
proved  by  regulation  in  Part  135e  of  this 
chapter. 

(1)  The  following  antibacterial  drug 
premixes  manufactured  by  the  desig¬ 
nated  sponsors  are  eligible  for  interim 
marketing  based  on  their  compliance 
with  the  requirements  of  this  section: 


Drag  sponsor 


Drug  premix 


Species 


Use  levels 


Indications  tor  use 


Commerciel  Solvents  Corp., 


Do _ 

Do . 

8.  B.  I'enickA  Co. 


Do. 

Do. 


Zinc  bacitrecin . Cliickens,  tarkegs, 

swine. 

_ do _ do _ 

. do . Cattle . . . 

Bacitracin  methyleue  di-  Chickens,  turkeys, 

salicylate.  swine. 

. do . do _ _ 

. do . Cattle . . 


and 


and 


Elanco  Trodncts  Co . Hygromyctn  B _ _ Chickens  and  swine. 

I>o . 

Abbott  Laboratories . 


and 


The  Cpiobn  Co _ _ 

Pfizer,  Inc _ _ _ 

Hoechst  Pharmaoenticals . 

American  Cyanamid  Co.,  Dia¬ 
mond-Shamrock  Chemical  Co., 
Hess  and  Ciark,  Racfaelle  Labs, 
Inc.,  and  Vitamin  lYemixers  of 
Omaha. 

Do . 

Merck,  Sharpe  &  LK>hme  Research 
Labs. 

Do.. . . . -. 

K.  R.  Sqnibb  &  Sons,  Inc _ 

Merck,  Sharpe,  &  Dohme  Re¬ 
search  Labs. 


Tylosin _ _ Swine . 

Erythromycin _ Chickens,  turkeys, 

swine. 

linoomyein _ Chickens _ _ _ 

Oleandomycin _ Chickens  and  swine _ 

Bambermydns . j _ Chickens . . . 

Chlortetracyeiine . . .  Chickens,  turkeys,  swine, 

and  cattle. 


i  121.283  (tablee  1  and  2) 
this  chapter. 

i  121.225  of  this  chapter . 

. do . ;... . 

s  121.252  (tables  1  and  2)  of 
this  chapter. 

§  121.225  of  this  chapter . 

I121.2S2  (table  8)  of  this 
chapter. 

S  121.213  (tables  1  and  2)  of 
this  chapter. 

I  U5e.l0  of  this  chi4>ter . 

i  121.292  of  this  chapter . 


i  121.238  (tables  1  and  2)  of  thu  chapter, 

i 

i 


121.225  of  this  chapter. 

Do. 

121.252  (tables  1  and  2)  of  this  chapter. 


121.225  of  this  chapter. 

121.252  (table  3)  of  this  chapter. 


1 135e.49  at  this  chapter . 

1 135e.45  of  this  chapter _ 

{  13Se.65  of  this  chapter . 

1 121.208  (tables  1,  2,  and  6) 
of  this  chapter. 


. do . 

Procaine  penicilUa. 


. . do_ 

_ do . 

Sulfaquinoialine. 


. do . . .  1 121.225  of  this"  chapter . . 

Chickens,  turkeys,  and  {  121.2S6  (tables  1  and  2)  of 
swine.  this  chapter. 

-do . S  121.226  of  this  chapter . 

Pheasant  and  quail.. do _ z _ _ j 

Chickens . . Continuously,  0.0125-.f)25 

percent. 


Do . 

.  _ <lft  .-.'•-2- 

Do . . 

_ do.,  -r . . . . 

ceat. 

Pfizer,  Inc.,  and  Vitamin 
mixers  of  Omaha. 

Do . .i . ;....... 

Pro-  Ozytetracycline _ _ _ 

.  Chickens  and  turkeys 

cent. 

..  1 121.261  (table  1)  of  thU 
chapter. 

25-80 

Do . 

Do . 

. do . . 

Rwinn  ^^^-900  |b) 

Do _ 

complete  feed  at  SO  g/loo. 

Do . 

.  Cattle.  . 

Do . 

..  0.1-0.5  mg/lb  of  bodyweight 

S  121.213  (tables  1  and  2)  of  this  chapter. 

§  135e.l0  of  this  cliapter. 

S  121.292  of  this  chapter. 

J  135e.49  of  this  chapter. 

J  135e.45  of  this  chapter. 

5  135e.6S  of  this  chapter. 

S  121.208  (tables  1, 2,  and  6)  of  this  chapter. 


S  121.225  of  this  chapter. 

S  121.256  (tables  1  and  2)  of  this  chapter. 

.  S  121.226  of  this  chapter. 

Do. 

Aid  in  prevention  of  ooccidosis  due  to  BSateria 
TfneUa,  E.  nreoirtz,  E.  aeemUina,  E.  (naaetfi, 
E.  marnas. 

Aid  in  prevention  of  cocddosls  due  to  Rmerio 
meUogridra,  E.  nuUogrimiles  and  E.  adenocidei. 

Aid  hi  prevention  of  cpecidiosis  due  to  Eimeria 
rtirdme,  E.  performnt. 

f  121.251  (table  1)  of  this  chapter. 

.  To  increase  rate  of  gain  and  improve  feed  effi¬ 
ciency. 

Do. 

As  an  aid  in  the  prevention  of  bacterial  enteritis, 
also  known  as  scours,  baby  pig  diarrhea,  vibrio 
dysentery,  bloody  dysentery  and  salmonellosis 
(necro  or  necrotic  enteritis). 

To  increase  rate  of  gain  and  improve  feed  effi¬ 
ciency.  As  an  aid  in  the  prevention  of  bacterial 
diarrhea. 

.  As  an  aid  in  reducing  inddenee  and  severity  of 
bloat.  As  an  aid  in  reducing  inddenee  and 
severity  of  liver  abscesses  (for  cattle  weighing 
over  4W  lb) . 

As  an  aid  in  the  prevention  of  bacterial  diarrtioa. 


rioftman-LeRocbe,  Inc. 

Pfizer,  Inc. 

American  Cyanamid  (3o.  and 
Racbelle  I^bs,  Inc. 

Diamond  Shamrock  Chemical  Co. 

ness  4  Clark  and  Norwich  Phar- 
macal  Co. 

Do . 


Sulfadimethoxlne  and  Or- 
metoprim. 

Ozytetracycline  and  Noo- 
mydn. 

Chlortetracyeiine,  Bulfa- 
methazine,  and  Penicillin. 

Chlortetraeydlne,  BuUathl-  , 
aiole,  and  Penicillin. 

Furazolidone _ _ _ _ 


Chickens  and  tu 


1 13Se.56  of  this  chapter _ {  lSSe.56  of  this  chapter. 


Chickens,  turkeys,  swloa.  As  provided  In  par.  (g)  (2)  of  As  provided  in  par.  (g)(2)  of  this  section. 

and  calvea.  this  sectioa. 

Swine .  r - :■ _ do.... _ .-. _  Do. 


Chickens  and  turkeys.. 
- do . ..r.™.;.-:,::. 


Do. 


0.00083-0.0011  percent  (7jiJ-  To  stimulate  growth  and  Improve  feed  efficiency 
10  g/ton).  of  chickens  and  turkeys  when  fed  continuously. 

-do . do . — 0.0055  percent  (50g/ton) _ For  prevention  of  fowl  typhoid,  paratyphoid,  and 

puUorum  in  chickens  and  turkeys  when  fed 
continuously  in  birds  older  than  2  weeks  of  age. 
For  aid  in  prevention  of  coccldiosls  in  chickens 
caused  by  E.  leiuUa,  E.  fucfUrit,  or  E.  acervtUino 
when  fed  continuously. 

0.0055-0.011  percent  (50-100  Aid  in  maintenance  of  feed  eonsnmptkm  and 
g/ton).  •  growth  and  reduction  of  morbidity  and  mor¬ 

tality  due  to  stress  and  the  following  nonspecific 
conditions:  Chronic  respiratory  disease  (air- 
sacL  infectious  sinusitis,  synovitis  (arthritU 
duo  to  filterable  agent)^  nonspecific  enteritis 
(bluecomb,  mud  fever)  and  quail  disca-so 
(ukKTativa  enteritis)  when  fed  eontinuously 
prior  to  or  throughout  the  danger  period  and 
during  times  of  stress. 

tm..-. — - - — - - 0.011  percent  (100  g/ton).;...  For  prevention  of  fowl  typhoid,  paratyphoid  and 

pullorum  in  chicken.s  and  turkeys  when  fed  for 
the  first  2  weeks  of  the  birds’  life  and  followod 
oontinuou.sly  tfaereafter  by  ooe-balf  this  level 
(i.e.,  0.0066  percent).  For  treatment  of  fowl 
typhoid,  paratyphoid  and  pullorum  in 
diickeiis  and  turkeys  wlien  fed  for  at  least  2 
weeks  except  when  paratyphoid  is  due  to  S. 
ttpkintwim. 
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Drug  sponsor 


Drug  ingredient 


Speeiee 


Use  levels 


IiidicalioiLS  tur  use 


00 - - do . do . •. .  For  reduction  of  condemnations  due  to  chronic 

respiratory  disease  air-sac  complex  associaU^d 
with  vai'cination  stress,  feed  continuously  tie- 
ginning  at  least  1  week  before  vaccination.  For 
prevention  of  infectious  hepatitis  wlien  fed  con- 
linuousiy  during  the  danger  is'riod.  For  control 
of  coccidosis  in  cliickens  caused  liy  K.  Unrlla, 
necatrix,  or  K.  aeernilina  when  fed  for  6  7 
•  days  or  longer  and  followed  liy  one-half  tliis 

level  (i.e.,  0.0055  percent)  for  2  weeks  to  aid  in 
preventing  recurrence. 

Do _ _ _ do _ _ _ _ _ do . . . . . do .  For  prevention  of  lilackliead  (hi.stomoniasis, 

enterohepatitis)  in  chickens  and  turkeys  wlieu 
fed  continuously.  For  prevention  of  paracolon 
in  chickens  and  turkeys  and  hexamitiasis  in 
turkex’S  when  fed  tiirougliout  the  danger 
.  period.  For  control  of  ctironic  respiratory  di.s- 

ease  (air-sac),  infectious  .sinu.sitis,  synovitis 
(arthritis  due  to  filteraiile  agent),  nonspcc.iiic. 
enteritis  (bluecoinb,  mud  fever)  and  quail 
disease  (ulcerative  enteritis)  when  fed  for  6-10 
days  and  followed  with  one-half  this  level 
(i.e.,  0.0055  percent)  to  aid  in  preventing  recur¬ 
rence.  Notk. — Severe  outlircaks  may  require 
twice  the  level  .siiecilied  (i.e.,  0.022  percent). 

Do . ....do . . . . do .  0.011-0.022  percent  (100-200  Aid  in  maintenance  of  feed  consumption  and 

g/tou).  growth,  and  reduction  of  mortality  and  mor¬ 

bidity  due  to  stress;  (or  tlie  control  of  the  fol¬ 
lowing  nonsiiecific  conditions:  Chronic  respira- 
,  tory  disease  (air-sac),  infectious  sinusitis, 

synovitis  (arthritis  duo  to  a  filteraiile  agent), 
(bluecoinb,  mud  fever)  and  quail  disea.se 
‘  ^  (ulcerative  enteritis)  when  fed  5  10  days. 

Follow  with  preventive  level  to  prevent 
recurrence. 

Do . . do _ -...r.. . ; . Chickens.. .  0.022 percent  (200 g/ton) . For  treatment  of  paratyplioid  due  to  S.  typhi- 

muriuin  wlien  fed  for  2  weeks.  For  treatment  of 
lilackliead  (liistomoniasis,  enteroliepatltis)  in 
cliickens  and  turkeys  wlien  fed  for  2-3  weeks 

.  (following  diagnosis).  For  treatment  of  para¬ 

colon  in  chickens  and  turkeys  and  liexamitiasis 
in  turkeys  when  fed  for  2  weeks  or  longer  (fol¬ 
lowing  diagnosis).  For  control  of  chronic 
respiratory  disease  (air-sac),  infectious  sinusitis, 
synovitis  (artliritis  due  to  filterable  agent), 
non-specific  enteritis  (bluecomb,  mud  fever) 
and  quail  disease  (ulcerative  enteritis)  when 
fed  for  5-10  days  and  followed  wita  one-fourtli 
tills  level  (i.e.,  0.0055  percent)  to  aid  in  pre¬ 
venting  recurrences.  F or  treatment  of  infectious 
liepatitis  in  cliickens  when  fed  for  14  days  and 
repeated  as  nwessary. 

Do . . . . . do _ _ Swine . . . . . §  121.255  of  this  cliapter .  5  1-1.255  of  this  chapter. 

Do . Nitrofuraxone . . . Chickens .  0.0066  percent  (50  g/ton) . Aid  in  prevention  of  coccidiosis  when  fed  con¬ 

tinuously. 

Do . do . . . i . Turkeys . do . . . As  an  aid  in  controlling  lo.sses  due  to  secondary 

bacterial  inva.sioiis  concurrent  with  coccidosis 
outbreaks  when  fed  contiiiuou.sly  throughout 
the  danger  period. 

Do . .  Nlhydraxone . . . Chickens . . . §  121.237  of  this  chapter . §  121.237  of  this  chapter. 


(2)  The  following  drug  combinations  are  permitted  when  prepared  from  the  anitbacterial  drug  premixes  listed  in  para¬ 
graph  (g)(1)  of  this  section: 


Dnig  sponsor 


Drug  Ingredient 


Species 


Use  levels 


Indications  for  use 


American  Cyanamld  Co.  and  Ra- 
chelle  Dabs,  Inc. 

Do . 

Do 

Sulfamethazine . . . 

. do . 

. do . — . 

Diamond  Shamrock  Chemical  Co. 

Do . 

Do . 

American  Cyanamld  Co . 

Pfixer,  Inc.,  and  Vitamin  Pre- 
mixers  of  Omaha. 

Sulfathiazoie _ 

Penicillin . . . . 

Chlortetracyclineand  Sulfa¬ 
methazine. 

. do . 

Cattle. . 

. .do . — . 

. 60  g/ton . 

.  5  121.208  (table  6)  of  this 

chapter. 

Do _ _ Neomycin  base _ _ do _ _ _  35-140  g/ton. 

L)o .  Oxyletracycline . Chickens .  50-100  ^toii. 


Do . . . . Neomycinb8.se . r...:.i.  Chickens  (first  2  weeks) . 3.'>-140  g/ton. 

Do . . Oxy  tetracycline . Chickens .  60-100  g/ton. 


Do . . Neomycin  base _ •..r,;.-.vi:r.-.r-.-..do . 35-140  g/ton. 


5  135e.61  of  this  cliapter. 

Do. 

Do. 

5  135e.5k  of  this  chapter. 

Do. 

Do. 

§  121.208  (table  6)  of  this  cliapter. 

rrevention  of  diseases  from  oxytctracyclinc-sus- 
ceptible  organisms  during  (leriods  of  stress.  As 
an  aid  in  the  prevention  of  bacterial  enteritis 
and  in  the  control  of  neomycin-sensitive  or¬ 
ganisms  associated  witli  bluecomb  (mud  fever 
or  nonspecific  enteritis). 

Do. 

Prevention  of  early  chick  mortality  due  to  oxy- 
tetracycline-.su.sceplible  organisms.  As  an  aid 
in  the  prevention  of  bacterial  enteritis  and  in 
tlie  control  of  neomycin-sensitive  organisms 
a.ssociated  witli  bluecomb  (mud  fever  or  non¬ 
specific  enteritis). 

Do. 

To  extend  period  of  high  egg  production,  to 
improve  feed  elficiency,  to  inijirove  egg  pro¬ 
duction  and  feed  efiiciency  in  presence  of 
disease  and  at  times  of  stress:  As  an  aid  iu 
maintaining  and  improving  hatcliability  whore 
liirds  arc  .suffering  stress  from  moving,  vaccina¬ 
tions,  ctilling,  extreme  tcmpi'raturh  clianges, 
and  worming;  to  improve  livability  of  progeny 
wlien  losses  are  due  to  oxytetracycline-suscept- 
ible  organisms,  to  improve  egg  .sliell  quality, 
prevention  of  lilue  comb  (mud  fever  or  non- 
s|>ccific  enteritis).  As  an  aid  in  the  prevention 
of  bacterial  enteritis  and  in  the  control  of 
neomycin-sensitive  organisms  as.sociated  with 
blue  comb  (mud  fever  or  nonspecific  enteritis). 
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Principal 

ingredient 


Grams  per 
ton 


Combined  with — 


Grams  per 
ton 


Indications  for  use 


l>o . i . Oiytetracycline . . do .  100-200  g/ton. 


Ho .  Neomycin  base.. 

rfircr,  Inc .  Oiytetracycline. 


. do _ 

Turkeys. 


36-140  g/ton. 
60g;ton . 


Ho  .  Neomycin  base. 

Ho . Oiytetracycline. 


. .  do . 
..do. 


36-140  g/ton. 
50-100  gy'ton. 


Ho . . . . .  Nisiinyciit  base 

1)0-* . . Oxytitracycline 


Ho .  Neomycin  base  . 

Ho .  Oiytetracycline. 


35  140  g/ton... 
. .  50-100  g/ton. 


Turkeys  (lirst  4  wceks). 
Turkeys . . . 


35-140  g/ton . . 
100  1.50  g/ton. 


Ho .  Neomycin  base. 

Ho .  Oiytetracycline 


Ho  . Nconiycinba.se.. 

Ho .  Oiytetracycline. 


lV-100  g/ton.. 

.  100-1.50g/ton. 


do 

ilo. 


35- 100  g/ton.. 
lot)  200  g  ton . 


Ho 

j)n. 


. . Nooinyein  base 

.  Oxytelraeycliiie 


do _ 

ilo . 


Ho . . Neomycin  bas4'  .. 

I'lirer,  Inc.,  and  Vitamin  I’rc-  0.vytetr:ayeline  . 
mixers  of  Omaha 


. do . 

Swine . 


.  35-140g/ton- 
■201)  g/ton . ,  .. 


70-1 40  g,  ton. 
50  g/ton . 


Ho _ _ Neomycin  Inuse. . . . 

Ho..  . . Oiytetracycline  ..  . 


.do . 

.do . 


35  140g/tO]i.. 
50-150  g/lon... 


Ho . . .  Neomycin  biisc _ 

I’li/.er,  Inc.. . Oiytetracycline... 


Ho . . .  Neomycin  base.. 

Ho . . . Oiytetracycline. 


. ilo _ 

Calves... 


.  do _ 

-  -do _ 


7o-14ng/ton. 
50  g/ton..  . 


35  140  g/ton. 
100  g/ton _ 


Ho .  Neomycin  liase.. 

1  >o . Oiytetracycline. 

Ho _ _ _ Neomycin  bas<‘.. 

Ho .  Oiytetracycline. 

Ho  . . . . Neomycin  liitse  . 


do. 

-do. 


-  do. 
-ilo. 


Klanco  Products  Co . Tylosin  ami  sulfametharinc. 

'J  he  Cpjohn  Co . . . Hiiicoinycin,  amprolium, 

and  etiiopabatc. 

Ho . . .  Lincomycin  and  buquino- 

lale. 

Ho... .  Lincomycin  and  clopidol. ... 

l>o .  Lincomycin  ami  decorjuin- 

ate. 

l>o . . .  Lincomycin  and  z-oalcnc _ 

Do .  Ijncomycin,  aniitrolium, 

etiiopabatc,  and  3-nilr<)- 

4-hydroiyphenyiarsonic 

iiciti. 

Do .  Lincomycin  and  monensin . . 

Do . Lincomycin  and  robenitiine 

hydrwhloridc. 

Do .  Lincomycin,  monen.-in,  and 

3-iiitro-4-liydroiyplicnyl- 
arsonic  aciil. 


Swine _ 

Chickens - 


do. 

.do. 

-do. 

.do. 

.do. 


70- 140  g/ton .  . 

8-100  mg, gal  reconstituted 
milk  replacer. 

100-200  mg /gal  reconstituted 
milk  replacer. 

4t)-2!00  nig/gal  reconstitnletl 
milk  rcpiacer. 

200-400  nig/gal  reconstituted 
milk  replucer. 

J  135e.3fi  of  this  chapter _ 

I3Se.49  and  121.210of  this 
chapter. 

I36e.4<)  and  135c.34of  this 
cliapter. 

II  136e.49  and  135e.4Cof  this 
chapter. 

II  135e.49  and  l35e.Sl  of  tliis 
cliapter. 

11 135e.49  and  121 .207  of  this 
chapter. 

I513.5p.49,  121.210,  and  121. 
262  of  this  chapter. 


Prevention  of  complicated  chronic  respiratory 
disease  (air-sac  infection)  and  control  of  ooni- 
plicated  chronic  respiratory  disease  by  lowering 
mortality  and  severity  during  outbreaks.  As  an 
aid  in  the  prevention  of  bacterial  enteritis  and 
in  the  control  of  neomycin-sensitive  organisms 
a.ssociated  with  blueoonib  (niiid  fever  or  rion- 
specilic  enteritis). 

Do. 

an  aid  in  the  prevention  of  disea.se  from 
oxytetracycline-suseeptible  organisms  during 
jieriods  of  stress.  As  an  aid  in  tlie  prevention 
of  bacterial  enteritis  and  in  the  control  of 
neomycin-sensitive  organisms  as.sociatp<l  with 
liluccomb  (mud  fever  or  nonspecific  cmerilis). 

Do. 

To  extend  period  of  high  egg  production,  1o 
improve  egg  production,  to  improve  feed 
eliicicncy,  to  improve  fertility,  to  improve  egg 
production  and  feed  eiliciency  in  presenoe  of 
tiiseaseand  Umeof  stre.ss;  as  an  aid  in  maintain¬ 
ing  and  improving  hatchabilily  wliere  birds 
:ue  suffering  from  stress,  exposure,  moving, 
vaccination,  culling,  extreme  1osse.s  due  to 
oxy tetracycline-susceptible  organisms,  and  to 
improve  egg  shell  nimlity;  prevention  of  liex- 
aniitiasis.  As  an  aid  in  the  prevention  of  bac¬ 
terial  enteritis  and  in  the  control  of  nt'omycin- 
sensilive  organisms  associated  with  blueconili 
(mud  fever  or  nonsisvific  enteritis). 

Do. 

As  an  aid  in  tlie  prevention  of  early  {loult  mor¬ 
tality  due  to  ox.v(etiacycline-su.soeptlblc  orga¬ 
nisms.  As  an  aid  in  the  prevention  of  bacterial 
enteritis  and  in  llte  control  of  ncomycin-sensi- 
tlvc  organisms  associated  witli  l)iuccoml)  (nnnl 
fever  or  iiouspecilic  enteritis). 

Do. 

.\s  an  aid  in  reducing  mortality  in  birds  wltich 
liavc  suffered  an  attack  of  air-saccnlitis  (it  i.s 
nvoinmended,  wluu’cver  i)os,sil)lc,  to  feed  fioni 
time  of  attaitk  to  market  ing). 

Do. 

.\s  an  aid  in  tlie  prevention  of  bacterial  enteritis 
and  in  the  control  of  neomycin-.sensitivo  oign- 
iiisins  a.s.sociatod  with  blu»>coml)  (mud  fever  or 
noiisiiccific  enteritis). 

Do. 

(’onirol  of  bluecoinl)  (mud  fever  or  nouspecilic 
enteritis),  infectious  sinusitis  and  hexaniitia.sis, 
prevention  of  infectious  synovitis.  As  an  aid  in 
the  prevention  of  bacterial  enteritis  and  in  tlie 
control  of  iieomycin-sen.sitive  organisms  as- 
s(K-iated  witli  bltieoomb  (mud  feveror  nonspii  if- 
ic  enteritis). 

Do. 

(.’onirol of  infcctioussyiiovitis.  For  tlie  tieatiiieiit 
of  bacterial  enteritis  and  blue  comb  (iiitnl  fever 
or  noiisiiecilic  enteritis). 

Do. 

.\s  an  aid  in  tlie  prevention  of  bacterial  enteritis 
(si'ours),  baby  pig  diarrhea  (in  baliy  pigs  only), 
vilirionic  dysentery,  bloody  dysentery  and 
salnioiiellosls  (iiecro  or  necrotic  enteritis). 

Do. 

.\s  an  aid  in  the  maintenance  of  weiglit  gains  and 
feed  consumption  in  the  presence  of  atropliic 
rliiiiitis.  As  an  aid  in  the  troatmont  of  bacterial 
enteritis. 

Do. 

As  an  aid  in  the  prevention  of  liacterial  enteritis 
(scours). 

Do. 

.\s  ail  aid  in  tlie  treatment  of  bacterial  enteritis 
(804)11 rs). 

Do. 

As  an  aid  in  the  prevention  of  bai'tcrial  diariliea 
(si'onrs). 

Ho. 


Ho. 

Ho. 

1 135<'.36. 

11  1350.49  and  121.210. 

II  I35<\49  and  13.V.34. 

II  136.\19  and  135C.46. 
||13.V>.49  and  1360.61. 

II  13.5.'.49  and  121.207. 

51  13.50,49,  121.210,  and  121.262. 


. do...'. 

. do.... 

. do _ 


..  II  13.5e.49  and  13.5c.  .50  of  this  ||  135e.49  and  135e.50. 
chapter. 

..  i|  135e.49  and  l»5e.66  of  this  il  115e.49  and  18.Te.66. 

..  |i*{jS«!w,  13.5e.60,  and  121.-  ||  13.5e.49, 13.5O..50,  and  121.2&2. 
262  of  this  chapter. 
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Principal  Grains  per  Combined  with—  Grams  per  Limitations  Indications  for  use 

ingredient  ton  ton 


Merck,  Sharpe  &  Dohme  ResoMch 
Labs. 

I>o. 


Procaine  penicillin.. _ Chickens  and  turkeys . 2.4-7.5g/ton _ 

Streptomycin...—.™.:.. . do . . 12.0-37.5  g/ton. 

Do _ :: _ _ Procaine  penicillin... . .  Chickens . . 3.75-7.5  g/ton. 

Do.  .  . 

Do. 

Do. 


Streptomycin _ _ _ do . .  18.75-37.5  g/ton. 

Procaine  penicillin _ Svrine . . . . 1.5-7.5  g/ton _ 

Streptomycin . i _ do . . 7.5-37.5  g/ton... 


Do _ _ Procaine  penicillin . . do . . 7.5-15  g/ton. 


Do . _ Streptomycin . . . do. . .  37.5-75.0  g/ton . 

Do _ _ _ Procaine  penicillin _ do _ _ _ 1..5-7.5  g/ton _ _ 

Do . _ _ Streptomycin . do . . 7..5-37.5  g/ton . . . 

Do . ;. _ _ Arsanilic  acid... . do .  45-90  g/ton . . . 

Do _ _ _ _ Nicarbazin .  Chickens . 0.01-0.02  percent . . 

Do _ _ _ _ Procaine  penicillin.. . . do . 2.4-50 g/ton . . . 

Do _ Nicarbaziu  _ do _ 0.01-0.02  percent _ 

Do _ _ Bacitracin  methylene  dl- . do . 4-50  g/ton . . 

salicylate. 

Do _ _ Nicarbazin  . . do _ _ _ 0.01-0.02  percent _ 

Do _ ... _ Bacitracin  methylene  di- . do . 4.50  g/ton . 

salicylate. 

Do _ . . . . . 3-Nitro-4-hydroxyphenylar- . do .  0.0025-0.005  percent . 

sonic  acid. 

Do..-..;i:;r.™.-.- _ Nicarbazin . . do . 0.01-0.02  percent . . . 

Do....™... _ . Procaine  penicillin . . . do . .  2.4-.50  g/ton . . . 

Do... . . . . 3-Nitro-4-nydroxyphenylar- . do .  0.0025-0.005  percent.. . 

sonic  acid. 

Dn.---— - . Amprolium . Chickens  and  turkeys .  0.0125-0.025  percent . 

Do  -  — ^ . -i . . Bacitracin  methylene  di-  _ do . 4-50  g/ton . 

salicylate. 

Do..™.-.v-.— _ _ Amprolium.. . Chickens .  0.0125-0.025  percent.. . 

Do _ _ _ Ethopabate . do .  0.0004  percent . u. . 

Do....- _ :™. _ . Bacitracin  methylene  di- . do . 4-50  g, 'ton . . . 

salicylate. 

Do..:::-.:.r.T;.‘.. _ :: _ Amprolium _ _ _ do . . ...^. .  0.0125-0.025  percent . . 

Do _ : _ _ : . Ethopabate . do . . . 0.00)4  percent _ _ 

Do _ _ : . Bacitracin  methylene  di- . do .  4  50  g/ton . 

salicylate. 

Do...:.-:.:.. _ . .  3-Nilrc>-4-hydroxyphenyIar- . do . . 0.0(i25-0.005  percent . . 

sonic  acid. 

Do..:.™— . Ainpn^lum . Chickens  and  turkeys .  0.004-0.025.. . . . 

Do. 

Do 
Do. 

Do. 


sonic  acid. 

. Amprolium . 

. Ethopabate . . . 

. do . 

_ Procaine  penicillin.. . 

. do . 

0.004  0.25  percent. 


0.0125-0.0126  percent. 
0.0004  ijerccnt.. . 


Do. 

Do. 

Do. 

Do. 


Pfizer,  Inc. 


Amprolium.. . . . do .  0.0125-0.025  iwrcent . . 

Ethopabate . do .  0.0004  percent . . . . 

Procaine  penicillin . do . . . 2.4-50  g/ton . 

3-Nitro-4-l)ydroxyphouyl-  _ do _ _ _  0.0025-0.005  iwrcent... . . 

arsenic  acid. 

Penicillin . Chickens  and  turkeys . 2.4-25  g/ton . 

Do _ _ _ Streptomycin . . . do . 16-76  g/ton . 

Do _ ^^... . Penicillin . Swine . . . .  6-25  g/ton . . . 

Do . -j . Streptomycin . do . . . 16-75  g/ton . . . 

noffinann-La  Roche,  Inc . . Sulladimethoxine . . .  Chickens . . . .  5  135C.55  of  this  chapter _ 

Do _ : _ Ormetoprira...!. . . . ..do _ _ _ _ ..do _ _ 

Do _ ^^... . 3-Nitro-4-hydroxyphenyl-  . do . do . . . 

arsonlc  acid. 

Do _ _ _ Sulfadiraetlioxinc _ Turkeys _  §  135e.55  and  §  1350.56  of  this 

chapter. 

Do _ _ _ Onnetoprim _ do _ _ _ do _ _ _ _ 

Do . _ : . Ipronidazole . . . do . do . . . 

Dow  Chemical  Co . . Zoalcne . Chickens . . . .  0.0125  percent . 

Do _ _ _  Bacitracin  methylene  di- _ do _ _ 4-50 g, /ton.. _ _ 

salicylate. 

Do..r _ ..j...: . Zoalene . . . do . j . 0.0125  percent . 

Do . . 3-Nitro-4-hydroxyphenyl-  . do . . . .  0.005  percent . 

arsonic  acid. 

Do . . . Bacitracin  methylene  dl- . do . . . 4-50  g/ton _ _ _ 

salicylate. 

Do........:. . . . Zoalene . do . 0.0125  percent . . . : 

Do . . . . . . Zinc  bacitracin . . do . 4-50  g/ton . . . . 

Zoalene . : . do . 0.0125  {lercent . 

3-Nitro-4-hydroxyphenyIar- _ do . . .  0.005  percent - 

.sonic  acid. 

Zinc  bacitracin _ do _ _ _ 4-50  g/ton _ _ _ _ 

Zoalene . do . 0.0125  percent . 

Do _ _ _ _ Penicillin,. . do . .  2.4-50  g/ton . . . 

Do . . . . Zoalene . do . . 0.0125  percent . 

Do _ 3-Nitro-4-hydroxyphenylar- _ do _ _ _  0.005  percent . . . 

sonic  acid. 

Do..:: . Penicillin . do . 2.4-50  g/ton . . 

Do _ _ _ _ _ _ Zoalene . i.. . do . 0.0125  percent . 

Do..._ _ _ Arsanilic  acid . do . . . 0.01  percent . 

Do _ _ _ _ Bacitracin  methylene  dis- . do . 4-50g./tou . 

allcylate. 

Do...™:™:™:.:. . .  Zoalene . do . 0.0125  percent . 

Do _ _ _ Arsanilic  acid . do . . . 0.01  percent . 

Do _ _ : _ Penicillin _ _ _ do _ 2.4-50  g/ton . . 

Do _ : _ :. _ _ _ Zoalene . do . .  0.004-0.0125  percent . . 

DoII.I _ : _ Bacitracin  methylene  dis- . do . . 4-50  g/ton . 

allcylate. 

Zoalene . >. . do . 0.0125  percent . 

Penicillin . do . 2.4-50  g/ton . 

Zoalene . do . . 0.0125  i>ereent . 

3-Nitro-4-hydroxyphenyl- _ do . . -  0.005  percent . 

arsonlc  acid. 

Do . ™;™.™;.: . Penicillin . do . 2.4-50  g/ton . 


Do. 

Do. 


Do....: 
Do _ 


Do _ 

Do . 

Do....:.;: 


i  121.225(a)  (3)  (Iv)  of  this  chapter: 

Do. 

Do. 

Do. 

5  121 .225(a)  (3)  (vil)  of  this  chapter: 
Do. 

S  121.256  (table  2)  of  this  chapter: 
Do. 

§  141.26  of  this  chapter. 

Do. 

Do. 

Do. 

Do. 

§  144.26  of  this  chapter. 

Do. 


Do. 


Do. 


Do. 

S  121.210  of  this  chapter. 
Do. 

Do. 

Do. 

Do. 


|§  121.210  and  121.262  of  this  chapter: 
Do. 

Do. 

Do. 

§  121.210  of  this  chapter. 

Do. 

|§  121.210  and  121.262  of  this  chapter:* 
Do. 

Do. 

§  121.210  of  this  chapter. 

Do. 

Do. 

§§  121.210  and  121.262  of  this  chapter: 
Do. 

Do. 

Do. 


1  144.26  of  this  chapter. 

Do. 

1)0. 

Do. 

§  135e.56  cf  this  oliapter. 

Do. 

Do. 

§  135e.55  and  §  135e..56  of  this  chapter: 


Do. 

Do. 

§  121.207  of  this  chapter. 
Do. 


Do. 

Do. 


Do. 

1)0. 

Do. 

Do. 


Do. 

Do. 

Do. 

Do. 

Do. 


Do. 

Do. 

Do. 

Do. 


Do. 

Do. 

Do. 

Do. 

Do. 

Do. 

Do. 

Do. 

Do. 

Do. 
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PROPOSED  RULES 


Drug  sponsor 


Dnit!  ingreilipnt 


Spp«‘iP8 


<  ’sp  levels 


Indications  for  use 


Do . 

Do . . . 

Do . 

Do . 

Do . 

Do. . 

Do . 

Do . 

Do . 

Do . 

Do . 

Nonviili  I’hamiacal  Co... 


Zooleiie.  -  — .  -do... . 

Arsauilie  aeid . , - do - 

Bacitracin  iiictliylene  di- - do . 

saHcylato. 

Zoalene . do . 

Arsauilie  acid . -dO— - . 

Penicillin . - . do . 

Zoalene .  -do . 

Bacitracin  methylene  di- . do . 

salicylate. 

Zoalene . . . do . 

3-Nitro-4-liydroxyplu'nyl-  _ do .  -- 

arsonic  acid. 

Bacitnv'in  methylene  di- . do _ 

salicylate 

.  Ftirarnlidoiie  _  ... _ _  Paine _ 


Do .  . Oxytelracycline  .  do . 

l)(i  .  .  . .  Knrar.olitlone.. . . . ..  do _ _ 


Do . . . li  ir:ii  >cline . do. 

i)o . . .  .\i's:nulic  arid.  . . . do. 


Do. 


Kiirazoliiione. 


Chickens  and  tnrkeyi 


Do  . 

Do.. 

Do.. 

Do.. 

Do.. 

l>o.. 

1)0.. 

Do.. 

Do.. 

Do  . 


Ba<-itracin  methylene  di- _ do _ 

salicylate. 

Zinc  b.uitracin . do... 

Procaine  laniiciliin . . . . do... 

Nihydrazone . Chickens 

Procaine  penicillin . do... 

Nihydrar.one . do.. 

Chlortciracycline . do.. 

Xihydrazone . do. . 

Bacitracin  nieihylenodisalie- _ do. . 

ylate 

Zine  bacilracin . . . do... 


O.OliS  percent . . Do. 

0.01  periHiiit _ : _  Do.  » 

4-aOg/lon . . .  Do. 

0.0115  percent . .  Do. 

0.01  penu'nt _ _ Do. 

2.4-^'iO  g/ton . . .  Do- 

0.004-0.012.5  itercent.... _  Do. 

4-.j0g/ton .  Do. 

0.004-0.012.5  percent _  Do; 

0.005  percent .  Do. 

4-.50g/ton .  Do. 

0.022  iwceiit  i200g/ton) -  Prevention  of  bacterial  enteiitis  (necrotic  enter 


itls,  necro)  and  vibrionic  (bloody)  dysentery 
growth  promotion  while  on  medication  when 
fed  in  prestarters,  starters  and  growing  rations 
to  baby  pigs  and  growing  swine  for  2  weeks. 
As  an  aid  in  the  maintenance  of  weight  gains 
and  feed  consumption  in  presence  of  atiO|)hic 
rliinitis. 

fit)  IStig'ion . . i . .  Do. 

0.1!  |>ercent  (IDOg/lon) .  Prevention  of  bacterial  enteritis  (necrolie  enteri¬ 

tis,  necro)  and  vibrionic  (bloorly)  dy.seniery 
growth  promotion  while  on  medication  when 
fed  in  prestarters,  starters  and  growing  rations 
to  l3al)y  pigs  and  growing  swine  for  6  W'ceks. 

60-100  g;  (on _ _  Do. 

0.00.5-0.01  percent . .  As  an  aid  in  the  maintenance  of  weight  gains 

and  feed  coirsuinption  in  presence  of  atropliic 
rhinitis.  Orowth  promotion  and  feed  ellicieiicy. 

0.011  0.022  percent  (100  200  §  144.  ’6  of  this  chapter. 


g/ion). 

4-50g/'lon . Do. 

. do . _ ^  Do. 

2.4-50  g/ton . Do. 

0.11  percent  (lOOg/loo) _ §  121.237  of  thi.s  chaiOcr. 

2.4-50  g/ton .  Do. 

0.11  percent  (100  g/ton).....;  Do. 

10-50  g/ton . ..; _ ;  Do. 

0.11  percent  (100  g/ton).;-....  Do. 

4-00  g/ton . ;  Do. 

. do . . . . _ Do. 


Interested  persons  may,  on  or  before 
October  7,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (prefer¬ 
ably  in  quintuplicate)  regarding  this  pro¬ 


posal.  Comments  may  be  accompanied 
by  a  memorandum  or  brief  in  support 
thereof.  Received  comments  may  be  seen 
in  the  above  office  during  w'orklng  hours, 
Monday  through  Friday. 


Dated:  July  19,  1974. 

Sam  D.  Fine, 
Associate  Commissioner 
for  Compliance. 
[PR  Doc.74-17222  Filed  8-5-74;8:46  am] 
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